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. BIEICEY S1EH

HFEOFRE

Ty U7 s (LLT, A 840mg &Y 1200mg 13, k[E Genentech #1:i2 L Y Al <
72 Programmed Death-Ligand 1 (PD-L1) Z#{Efy& Lzt Mg or a7 U > Gl (IgGl) €/
I —FNFERTHLT TV ) A~T7 Bt z) 2600 & T 2PUEMEEER TH 5,
PD-L1 1%, & U BT REMIa EICRBT DX 7 Th 5, HUEEGZEIZBWVT
DRI 2 5 T Ml E TR/l & O AEMIC X VIS, EEMREZ B35 &
EzHTW5D, £, IEMAL T HlE El2iX, Programmed Death 1 (PD-1) & OVB7-1 & FEE
ORI T 5, PD-L1 DI DOZHEMRITHEEGT 2 &, T MlasgiE, 1 A U pEE
T OV R 3BT S 4, T M OMEER ATFLCIBNCESD LB X BTV D Y, Z okt
AR, B KT 2R 2 g SO & T D HRE & B 2 HAIVTW D25, A CIX, JEEH
JR S s E i I B L7= PD-L1 28 T #illg £ PD-1 XX B7-1 Ef5AT 5 2 & T, sefE[alke
NhizbENs ERESN TS Y, FIZ, PD-L1 OFBUIEROEEOIEE TRO SN TEY
20 WL O OEMEEEE Tt PD-L1 OM\ERE L TEAR L OBELHAE SN TS 9, KFNIX
PD-L1 & OfEE %47~ L, PD-L1/PD-1 Xi% PD-L1/B7-1 f&#&1C X 2 8niltE s 7 F v 2 k4 %
7

AHFNL, 2016 - 10 A7 7 FF 8K 2 5008 AL FFRERAT A U < I3MfT# IR L2
PEIE ISR ATHE (o U CRE CHAGRZ BUE L, 2017 4F 9 AL L% O R PTErT XA IR
/NIRRT L) L C BU CAGRZTUS L7z, D% AN AF Tl It RN TV D, AT
DAEGRIRDULTROBEY Th 5,

RITOAFIRR

TRERAEH Birg BRE ST A

201841 A 1200mg BIBRARE ST - RO/ N (ORAI M 5)

20184 12 A | 1200mg | ALSARIERIBIE O ¥ LB 2 B < SIBRANRE 2L T - R OB/t (0 v 7R
TIF NIV ERBARONAV AT (o) Lo RE

2019 4 8 A 1200mg | SRR (WL RTFF o R OT RS K& OFHHIRE)

201949 /1 | 840mg PD-L1 Btk s & 2 38R > HER2 20 TR RE IR E (7
U2 AAERA (77 IR (LUF, nab- 327 V23t ed%) &0
DFFFRIE)

2019411 H | 1200mg L FEFRERIBIRE O LR % bk < GIBRARRE AT - B3O I/ NlaifE (v R
TIFURINIVATTT o RANLIE REDOHREE) (DR S Z7F > nab-
VR &Sy arpYiid:cFi=30 )

2020 4 9 A 1200mg U ARG AR (RN X~ T (Bl Z) & OBFHEE)

2020 £ 12 A | 1200mg {LZRIERIBIE O PD-L1 B O UIBRABE /AT - TR O IR/ NI CRA HAM
#5)

2022 4 5 A 1200mg PD-L1 Bt D 3E/ NIRRT 2 35 1) DINFE fliBhEE CRAI R 5.)

2025 4 2 H 840mg BIBRARE e i BLIR MK PO RE (A& BB )

1200mg

* R T, (

) PWICFLEOPERBRIEO A & L2 HE L TV 5,

2. BEROARBEENEMS

1. 7B MU 7%, PD-L1 2#Ef & Lk MefE e 7Y > Gl (IgGl) €/ 27 v—F L4t

KTdHv, PD-1 & PD-L1IFONZ B7-1 & PD-L1 OfEA&#ET L Z LIk, THIROF
EHAL AR L, PUERREINEE RT B2 LND 17,

(TVi—2 (1) {EHELNL - TR )

2. Tk U 7L, Fey ZR/IKLE OFREEMENMERT 2 X2 IChZBEENTWD 72, Fey 2Rk
PN LT REINEEHE LR NEEZ LN TN D,

(IVI—2 (2) —1) —@OAIEL Fey AR L OREME] )
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. TR MU 2, invivo~ T AREIGBAEE T VRO RGBT R 208 LT,
(IVI—2 (2) —2) vURBEEBIEET VIR 2HUEEDER (n vivo) | ZH)

. TRV MY I AGEEE 1200mg (X, 77 F A E ST FEEIERET O b D UIRARE e
1T« T8 O FE/ NI Bl FB o % Sh R ICAH & Rt & %)L & bl U 7 [EI B[] 55 TAA g PR ik
B (OAK#ER) T. PD-L1 %I % D22 WA MR R S E I W C R E Th
LR (0S) O FIABEZENRD bz (BRIANY— Rk (95%(E4EX[H) 0.73
(0.62, 0.87), P=0.0003 (/&35! log-rank I/E) ),

OS Rl (95%(EHEIXE) 1IAARET 13.8 B H (11.8, 15.7). REXXFEAMET 9.6 1 H
(8.6,11.2) Th-o7-,

"t EGFR BInFERBVET ALK RS BAG F D BE TIE, 77 F T 882 S bHRIEICN A, £nZh EGFR [
FIEH ST ALK FUEER 283 2 BUEEIEANC X DI6RIED & 5 BE A AN bV,

(Tv—5 (4) —1) — 1. FEELFFEIHEERAR (OAKHER) | ZH)

. TRV NY 7 SIEETE 1200mg X, ALFERIERE O 202 PD-LL BEE (TSR S TR
eIz 1T 5 PD-L1 BN 1%L L) OUIBRAREZ2HEIT - B O/ NIaiiE B
BRIBICABOFEIER Vet s, 77 FFRE (VAT TF U UIANRT T F ) O
NRABMLFE RUIT LA Z OO AEL ((BFFRIERD) & ik U 7= [E B 3[R 25 A ER R
A (IMpower110 55%) O EIfENT OFE R, EGFR B151-78 B X3 ALK B 8151
PED B 2B < ARMERAT S SR EEM D 9 B TC3/IC3-WT* £HIZF T, AFIBEII L0
BRI LC, EERHMBEE TH D 2T (0S) OFFFIMABZENEO b (Bh
P— Kb (95%(E#EX M) 0.595 (0.398,0.890) . ififfll P=0.0106 (J&%H logrank 7€), A&
AKYEMH] 4.18%), OS FHILfiE, AFIFEN 20.2 7 H, (LFEIEREN 18.1 B H ThHHo T,
"2 BGFR #5725 BB T ALK BhEE T B0 B TIE, Zh2h EGFR MLEEM Xt ALK HLEER 241 55t
EMENESANC L DIREEN B 5 BEPHAEAN BT,
"8 FEBHRAR SR S0 MR 3513 5 PD-L1 B 22 50%LL R 10%Lh | & HIE S i B,

(IVv—=5 (4) —1) —2. EELFEZBIHEARE (IMpowerll0 iER) | 2

. 7Y MU 7 RTEEE 1200mg 13, (LB O 720 RO R & bR < UIBRANEE A ST
BRI DI/ NG B E 2 S RICAF E DIVR T T F o+ U Z X LofFREE, X
KRENE T RAF U+ DNVRTTF o +37 U XX VOH&EGE2, SREE (T2 F 0+
HNKRT T F v+ 37 U &0 bR E) &l U 7o E S 36 R 5 A R R SR

(IMpower150 iklk) T, EGFR &inFEEGMEXIT ALK @& Bin MO BE 2R A
OMEMAT SRR ITT-WT 4EH) 28\ T, AFIPHARE (T8 NV 7 +T R"ZAF o+ 1
RTTF o +37 0 2 X8 )VRE) I BBERCR LT, EEFMEEE T D MRy H A 17 111

(PFS) K OVEAA(FHIRH] (0OS) OMEHFRIAEZENRD btz (PFS: @RI — R (95%
fE4EX[H) 0.617 (0.517,0.737), P<0.0001 (J&%! log-rank f7E) . F A E KU 0.3%, OS:
JERI AN — Rb (95% 5 HE X [H]) 0.780 (0.636, 0.956) . iiffl] P=0.0164 (J&5!] log-rank i) .

EKYEMH] 1.84%), PFS Hfiix, AFOFHEE (T8 N 2+ T RRAF U+ INRT T
Fo+R7 U 2R 883 WA, XHEEN 6.8 WA, OS FREIXZNZEN 19.2 T A
X147 B A TH-7-,

* EGFR BUnFERBIEXIT ALK A B BB T, 224 EGFR [EEM XL ALK BREER 269 240
MRS & DInRIEDS & 5 BE AN BT,

(IV—5 (4) —1) —3. EHELFEBIEEKEERER (Mpowerl50 ikER) | &)

. TR MY 7 REEE 1200mg 1E, ABSERIERE O R LR AR . EGFR B{n T4
SLEME N O ALK @G TR AR T B IEO YIBRASRE A2 AT - BRI DI/ NIt B8 2 R RITAH &



10.

INRTZF NIV AT TF o +_A Rt ROOFHES (REIDFAEE) OFMER W)
M E . WIVRTTF U XUIT AT FTF o+ Ut ROFR bR GHREE) & ki
U 7= [E B[R ARG R e BR (IMpower132 ikBR) T, AWM R REMIC BT, FERT
fliE B CTH 2 Mg EAFHIR (PFS) OMGHFMAEZENRBD LN (PFS: BRI AT — Kt
(95%154HIX [H]) 0.596 (0.494, 0.719). Wil P<0.0001 (J&%/]log-rank Hi/E&). A =K
11 0.4%), PFS FIfE (95%FEIXH) 1%, AFOFHEED 7.6 1A (6.6,8.5), xtHEED 5.2
HH (4.3,5.6) TH-ol=,

(TVv—=5 (4) —1) —4. [EHELRSBIAERKRER ((Mpowerl32 i) | &)

TRy U T EIEEE 1200mg (F, ALFERIEREO 7205 R R & bR < UIBRRBE /R T -

FEIE D F/ N RS B 2 St BRI ARF & VIR T T F 2 4+ nab- 7 ) X Z kIO PSS
(AHIBEREE) DARMERN V2%, HIVR T T F 2 +nab- 37 U Z 2w LEER LSRR E
CetRERE) & Ebile U7 Mash B ARG R 3R (IMpower130 #5R) T, EGFR & {n 1725 Rk
Nix ALK A8 AG T-BE0 B3 & bR < AR EfIT s REMIZ BV ¢ EEFMHIEE T 5 %
HEEAGTYIN (PFS) KOVRATFHIR (0S) OMFHZHMAEEENRD Lz (PFS : JEHI
P— Kt (95%(E4EX[H) 0.643 (0.539,0.768). ifll P<0.0001 (&% logrank &), H
EKYEMIME 0.6%, OS : @R~ — Rt (95%(F4E X [H) 0.791 (0.637,0.982) . Mifil P=0.0331
(@5 log-rank fR7E) . A EAKAEMH 4.25%), PFS FUHAEIX, AFIOFHEEDS 7.0 7 H ., xR
BN 5.5 A, OS HRAIZZENEIN 18.6 W AKN13.9 W H THH-T-,

5 EGFR BUnFERBIEXIT ALK A B BB T, 224 EGFR [EEM XL ALK FREER 267 246
MRS & DInRIEDS & 5 BE AN BT,

(Iv—=5 (4) —1) —5. WHHMEIFERRE (IMpowerl30 #th) | &H4)

. TRy MY 7 EREE 1200mg 1. 7T T A A G Tt A U IEL O NER S 1 B

(MR =4cm) ~IMA (UICC/AJCC Ji¥is 4855 7 i) O IE/NlaiiE B8 & k5, K
m%mg®ﬁ%$&0£éi%iﬁ$$(Hm)%k%@LK.W%H%MW%Kﬁ%
(IMpower010 55%) *7C, HREIMFHT OFEE. PD-L1 Btk (EEMRICIS T 5 PD-L1 RBELE
(TC) 2% 1%LA E) O 1 XIFIMA B Iz T, Egﬁmﬁaf%éﬁrifﬁﬁ(mm)
DOFHEIAEENRD DN (BRI — Rk (95%EHEXH) 0.659 (0.495,0.877) .
1l P=0.0039 (&4l log-rank f7E) . A E/KUEMIH] 3.7%)., DFS HFHAE (95%(5fHXH) 1%
AFIEEDARE (36.1 7 H, HEEARHE), BSCH#E2Y 35.3 7 A (29.0, HEEARAE) Th o7,

"6 75 FFMH &G o MR IR (BRI D 5L ST, BEO T T,
“1 A#1 1200mg % 3 J8 RN TRk 16 5 L=,
(Iv—5 (4) —1) —6. EELFEFEIFAEERR (IMpower010 iklR) | &)

T2 MY 7 STEEE 1200mg (%, ALSIERIERE O 7o\ R NIRRT RS 2 X G ARA
ENNRT T F o+ bARY ROFHEE (RRIDEHE) OBIMER N2 E 7 78R+ 5
NRTTF o+ MRy ROEREE (77 2RO & e U7z ERR LR 1 /IR R
B (IMpower133 #lR) T, AMEMATRIGLERIZIBW T, FEFHMEEE Th 2 247 HIH
(08) K OMESGEAAFHIH (PFS) OFFHFHIA EEDGRD b7z (0S: @il #F— Rk (95%
1EHEX[#]) 0.701 (0.541, 0.909) . i#iffl] P=0.0069 (J&%!] log-rank /&) . A 5 /K UEMH] 1.93%.

PFS : Jg@h ' — Kk (95%(5#H X ) 0.772 (0.624,0.955) , iffl] P=0.0170 (&%l log-rank
RE) . AEARMEmM 5%), OS FREITIAKIOFAEED 12.3 B H, 77 BAROFHEED 10.3 7
H. PFS HIEIZZNZEI 52 WA KR N4.3 W HTH-7T-,

*8 MR D F YT Veterans Administration Lung Study Group (VALG) staging system for SCLC [ZZSW\THIET S 4

oo Fio. BRRAVINIDE 3 DARIGEMEE B HRE (CRT) & 1T L, 2 DB O(LAREE, B R T
CRT 75 6 4 A LAkl U 7 & e AR N At & 2 S L7 B b AL b LT,

(ITVv—5 (4) —1) —7. EEILREE [/IFERFKRER (IMpowerl33 :ER) | &)



11.

12.

13.

14.

15.

Ty N 7 RGEEHE 1200mg 1, 2F L FRIERED 720 Child-Pugh 4338 A OUIFRAEEZR
RS B 2 Rt BRUTARA & T NRF o OO (RAIDFREE) OF MR OV 2%
VT 7 =7 (RHHREE) & bz U7 [EER IR S ARG AR (IMbravel50 #R) T, ITT %
MW T, FEFHEE Th o247 MM (0S) KOEMEAFIM (PFS) O+
HEAENRD BT (0S: @RI — R (95%(E1EX M) 0.58 (0.42,0.79) . Wifill P=0.0006
(&% logrank #7E) . AEKUEmIH 0.33%., PFS : @RIV — R (95%(EHEIX[HE) 0.59
(0.47, 0.76) . Wil P<0.0001 (&% log-rank #7E). AE/AKUERM 0.2%), OS HRflix,
AFNGEHREN R E (HEERGE) . SHIREEDY 13.2 7 A (10.4,HEEREE) . PFS i+ nEh
6.8 7 A (5.7,83). 4.3 71 (4.0,5.6) Th-7,
o RFTRE (LT & 7 — VAL, T DA WBEANRIE, ~ 1 7 0 B Ees, BRI R P B IR S A IS
BORHRIRIESS) DG & 72 5 IME IXRA ST,

(Tv—=5 (4) —1) —8. EMLFEZEIMMEEEKRRER (IMbravel50 :85x) | )

Ty MY T REEHE 840mg (X, #55 « BRILE ISR 2 2 HEORNRRIED e 55 -
3 U RATEI T O RV U BIRENE D HER2 [tk L B E 10 %2 5t AHK| &
nab-/X7 U X Xt VOOHES (T2 U 27 +nab- X7 U X XBEE) OFIMER 4
YA 77 2R +nab- 7 U X 5 /URE L buig U 72 [E BRI [ 55 TLAR R R 55k (IMpassion130
B) T. PD-L1 BBEERICE W T EERMMAE Th 4 AR (PFS) OfMEHFIIA
BENRO LN (RN — R (95%FHXH) 0.62 (0.49,0.78) . ifll P<0.0001 (&
Bl log-rank f&7E) . A E/KMEH] 0.5%), PFS FYHAE (95%(5HHX ) 17 &> Y 7 +nab-
N7 Y AXBARETA6 A (6.70,9.23). 7T AR +nab-/37 U XX /LEE4.96 © A (3.81,
5.55) Th -7z,

10 LIS BN THRZR SN2 ARE T4 51T, TPD-L1 Btk O R V€ 2 5 RRa M v> HER2 [tk o iR B U6 3L )

THD,

(ITv—=5 (4) —1) —9. [EELFEBMFEREKRE (IMpassionl30 ikbR) | &)

T N 7 AU EE 840mg &Y 1200mg (X, 2 Ll EOYIBRAHE 72 fa BLRERE P R R &
KB 18 LA EOBFITIET B MY 7 Jii#HE 1200mg %, 2 mbl B 18 Al D B 1T
X7 NU 7 156mglkg (Bxk 1200mg) &5 L7z & & OF R OV % 3Hli3 2 1E
A1 AR EEIRRER (ML39345 7klik) 2B\ T, EEFHMEEE Th 5 R0 (AL iHhsRa )
) 1% 24.5% (95%(5HEX[H : 13.3,38.9) Th-oT-,

(TVv—5 (4) —1) —10. ¥gsFE DFEEERRE (ML39345 #ER) | M)

T b 7 pIEEE 840mg KON 1200mg 1%, 16 LA _E O YIERARE 7 i SR EGET P il R
ZXPGIT 18 LA EOBFITIXT B MU Z A EE 1200mg &, 16 kLA E 18 IR O F
FZET Y FY 27 15mglkg (K 1200mg) # 85 L7 & & OF MR OV 20 % 79
% ENE DR (ALBERT #5) 2B\, FEIHEE Th 5805 sz 2
BEPHITE) 13 10.0% (95% EHHIX R : 1.2,31.7) ThH V., 95%FHX MO FIRITFFNIIHRE LT
BIEZRZE (5%) # FhI0 ., T2 MU 7 OFMEFREES IR0 > 72, BIREFHGE H T
&% RECIST v1.1 123 < FIREFHMI ORI 15.0% (95%EFIX M : 3.2,37.9) Tho
77
(ITv—=5 (4) —1) —11. ENSEDFHEEKRRER (ALBERT R&B) | &R)

Ak

BERARENWEM & LT, MRS, FReEs | 5, sbrEinag &, RIS, B O T,
Fege, 1 BUBEIRYS ., HURIRMSREREE . BRI FERERE . N I(ARRERR S . NG, BERIIE . FFBE2%.
PR, EAEAL I E, O EIEE, BHRERETE . AR, ARBUTIRMILE, (O, mER
BRIEMERE, oI MR JE . Infusion reaction, F&EWELF P ERBE (W NVR T T F o,
NI Y EZFEN KON X7 Bl z) PEHR) BNEsESihTuns,



Fo. EREWER (B%LAL) & LT, TR, EO, BAKEOR, (8, 32, £ 5 FEE,
BfR . A, /s A ek BEODAE, FEEL. HUIRMRFBEREIR TAE. AST #0, ALT
HEINENFRD HIL TV D

EERRIAS ZI“LK/;{?HXEODE' TER DR O IREGR O E DL EVEDRE R A BT 5 2 L,

(IVI— 8. RBIWEA] =)

GEHEE R ORI DB AL S SCEO R L O A, X3RRI T ORI TH 2,

Kt & X oI/ Nl 3 2 &R AEL OHE (2025 41 AKRER)
WHE. A1 H 1 Fl, KEZFELE LT 60mg/m? (KFKEAE) % 1L E2NT T 3~4 BRMMIE CRliET 5,
Rk, BEOREBIZIVEEK T &, 72720, 1 EREAEIE T5mg/m2 &35,

7J/l/ﬂi7°35‘/03#F/J\fﬂiﬂ@ﬂﬁﬁ&?ﬁ%d\fﬂiﬂ’ﬂﬁ WCRT D AGRAE L O & (2025 45 1 A FER)
WA, RACIEANVRT T F LT, 1 H 11E 300~400mg/m2 ((AFRHA) &5 L, D &b 4 BEAET S, =
nNeE17—nt L, #5&2EVIET, 28, #5RIT, Sl EE, ERICX 0 EEEERT 5,

VAT T F ORI kT D AR E R O & (2025# 1 B -

JE/NREAEE X, EVEAERERYE - HEE L, BEOREBICLY FIEE2RIRT 5,

E{f: v AF5F L LT 70~90mgm2 (KFimfE) 2101 l&@ L, Dl &b SHEMARET 2, chEx 17 —LE
L, 55808+, Fik: VA7 7F L LT 20mg/m2 ((REmAE) % 1 8 10, 5 AREGRES L, Dt 2
MRS 2, Zha 17—k L, #5280k, 2B, EiE FEORSGETRE, EIRICK D ETHEET 5,

NA RN LT ROARIHEIIE., AELOHE (2025 4F 1 HRER) -

HRESUIT NS - MR A, GIBRRAE AR HEST « TR O/ NIRRT . RO RO 2 R < B/ NIRRT L 38 1 B AR
Bk

UIBRASREARHEAT - R DI/ NI 692 R O & -

W, RAZIZSA PR RELT, 151@5mmym(%%ﬁﬁ)&1o ST CEEEHEL, 27e< EH 20 H
MRS 2, 2z l1a—2E L, #E5EE2EVIRT, B, BEOREICE Y EERET S,

7A/&t/@#$m@%ﬁ’ﬂ#émmﬁm&oﬁa(m%ﬁlﬂﬁf)

WH. RAZIEF A Z B v L LT 1E 1000mg/m?2 % 30 2023 CAGEE L, 3 1[5 % 3 sk L, 4 3 B IR
T5, Thx 1 a—ARLLTERGEERVIEST, VAT IF AT EEIEL. FAvZEer LT E 1250mg/m2>’z
30 /T CiEE L, B 1B %2 2 @EE L, SHEIIARIEEXZ 1 a—RLFT52 L TES, 2B, BEORE

Y E R T D,

X7 Y 5 F RO NN D AGE IR L O R (2025 4 1 H B -
HWH . RAZIE AT ) 2l LT, 1 H 1A 210mg/m? ((REIEFE) % 3 B2 T TRIFHE L, 27 &b 3k
¥I D, Inx 17— E LT, BEEHVIRT, 2k, &h5RiT, BEOREBICEVETHET D,

nab-/37 U & % L O3/ NIRRT 2 OFLIE % 5 AR AIE L O (2025 45 1 #EN) -

FEICIX AT EEE, B NIIRAGE S BiEE AT 5,

Atk @BH, RAIIZ N2 Y %R LT, 1 H 1E 260mg/m?2 (AR % 30 2975 TAuMEE L. m&<a%2o
HREMARET 2, 2hd 1 a—RAE LT, &5%280iET, B, BEOIRE i@@ﬁﬁzaﬁ“é Bk @, BAIC
NﬁU&#tw&bT\lHlHl%m%ﬁ(%%ﬁ%)%30%#HT%%#EL\m&<k%6uﬁ%£¢é Hll
Behz 3SR L, 2hz 1 a—AE LT, B52KR0ViKT, 2B, BEOREICXVETRET D, Eki: ﬂﬂd)bi“:w;
PR & OB wr WE. RATII 7Y ZxEL L LT, 151@1mm@m(%ﬁﬁﬁ)%3o VT
L, A< sb 6 BRIRERT 5, 0 1 EEG% 3 MR L, 4 3 B3RS 5, _n%1:~zkbf &5%@
VT, 7ok, BEOREBICLVEERET S,

v Lt v O NIRRT 2 AR R R OV R (2025 45 1 A RS -
W, RACIZE L s LT 1A 20~25mg/m?2 % 1 R EIFE CRURNICIERICIES9 5, 725, FEil, IERICLY
WEHET 5, 272U, 1 EEEHEIE 25mg/m2 £ 95,
T AR Y REFHE O i/ N 69 2 AR B R OV R (2025 45 1 A RS -
T hARYFELT, 1 HE60~100mg/m? (KFAME) % 5 HREEFLSHEREL, 3 HEKRESTS, hiz17—1& L,
PG A0 iRd, k., BHRITRA, ERIC X 0 TR 5,
/§7I~7¢@@J[§T4< B 72 JH AR [ 2ok 3 2 7R AE R OV & (2025 4F 1 AKER) -
WA, RAICIEY 7 72=7E LT 1E400mg 2 1 B 2[ERA#KET 5, ok, BEDREICE VEERET D,

3. HAOHEIFFE
Hrlz/e L



4. BWIEFERICEAL TEMT NSHEE

BEIEME AN BT 2 &4,
OB HIEE D A BT A 55

ZA Fv. BRE

RMP

(I'T—6. RMP 0% £HR)

BADOY R 7 Fe/MElEE & LT
e STV B8k

o |2t 2

EIRMEEH T EM

- EIEREHATA R

BEENTEM

cBENC T

(TNI— 2. ZOOEEEE] ZH1)

I HAEET A N T A >

cEOEEFHEET A RT A4 TV ) A~7 (&int
Wz ) (RFE4 - Tk v b U 7 AT 1200mg)
~FE /N AR A g ~

~ 7 INAE e it ~

~ JF A e ~

~ e B PR AT P i~

cHEE D A RT A4 TT V) A~ T BT
MMz ) (B4 - T® > BV 7 HEEE 840mg)
~HLJE~

~ e BRI P i~

(RSZATBOE N EIE SRRSO HAE o = JE 5L 1

{38 - o> B8 e A

WIRFEAN— TS H)

- P11 PD-L1 HUARPUEMERE B AN AR D Sl HEdE 7
A RTA P OREIEIFEFHIZOWT (P
304 H17TH {RIEF 04175 4 75)

- 1 PD-1 HUAHTEEMEIE S A ) Ot PD-L1 $uiRHrEM:
M AR D Ao i I HEE T A KT A > OSGETEIC
PO BEEEO—HEIEIZOWT (CFAL 30 4F 12 A
21 H fRIEZE 1221 % 3 %)

- 1 PD-L1 HURPUEMERE A2 4R D Bt i HEdE
A RTA L OREIE ) HEFHO—HIEIZHON
T (BFoTfES8 H 22 3 RIEFR 0822 1 75)

- 1 PD-L1 UM A2 AR D St i HEdtE
A RTA L OUETIZHE S HEFHO L EIZDON
T (BFotHE11 A 22 3 REFR 11225 2 &)

- HU PD-L1 UG RE 5 52 4% 2 it {5 FH HE e 7
A RTA L OREI ) FEFHO—HIEZ DN
T (BFotHE 11 A 26 B fREF 1126 % 3 =)

- §t PD-1 HUiRHUEMEIE S 41} Ot PD-L1 ftikdi
PERES AR B fci i FHHEE D A R4 v OREIC
Y BEFEHO—FEIEIZOWT (Sf249 A
25 H fRIE% 0925 55 2 75)

- 1 PD-L1 HUAFUEMENRE AN R 2 femfii HHELE T A
R A > OUGETIZfE: S W EFHO —HBBIEIZ DUV T

(52412 H 256 B fREF 12255 4 5)

- §t PD-L1 HUAHTEMENRE AN 4R 2 Fefl FHHEE 7 A
R4 L ORESE D BHEFHO—HLUEIZ DWW T
(5F 445 H 26 H {RIE% 0526 5 3 )

« 1 PD-L1 HFUAPUEMERES AN R 2 e i HHEdE 2T A
K74 ORESE D BHEFHO —HLIEIZ DN T
(B T7TH2 A 20 H PRIE% 0220 % 3 =)




T E A B9 % G

S FHEE 7 A R 5 A L% 54 b, B

A o

(TX —14. R EOFEE] 2H)

<FVEFAEZEMDIEEICONT>
AFNT UNIafieE] &2 PEDEE - e LT 2018 4 12 A 6 HICEAGHKREIZLY, &b
R MEIE S OfRE (FREFRD « (30 3) %421 5) 2% T TWV5,
KOKGE SV RNRESII RN R « A/ Nl e

5. RREHERVE - EALOFHIREER

(1)

(2)

AFREN
ESIL Y 2 7 EWHEHEAZREO L, ®WUICERTHZ &,

2018 1 Ho7 &> MU 7 KiEHE 1200mg BLUER FEAGBEUSERE, LT OERRSEER T S
28, EFEGETRE (SFFRE) OERICLY 2602 F] GHEZERIESE) OF —& 2E/- LIz
ZEDD, 2022 4 2 AICHRARSM DR S L,
<AL EBLABROVIBRATRE L EST - BHROIE/NARaAHE >
E N TOBRBRIEFINBD TROENTWD Z Enh, BERFTE%R, —EROEFIHRL T —H
DEFEIN D ETOMIL, RERZXIRICHERBEREZ ET 2 2 L2k, RFIHEHR
FOBERBEREAET D & & bic, AR LZEMER OHEIMICET DT —% 2 BHICINE L,
ARFN OB EM LB EEZHECD 2 L,
(TV—5 (6) —2) AEBREMELE LTE_YEONE XITER LI-HE - RBROME] 2R)

R - EALOHREE

AANE, BREERHEET A N T A > Ofigx 2 - ERTZEZES S HEHZHIR L T 5,

ARFN O AT fit 3% EA M OV B A D HERE M OAANC BT 2 1§ iR it 2 Rl 9~ 2 72, fitid
EHET>TND,



6. RMP O E
EERV RV EEHEEZ RWP) OHE

1.1 REMIRFAFE

(EZEGHRESNIYRT] (EZLEAENIRT] (EZLTRIER]
[ P i R SR P i PR I L

HTFERERRE - ATAR - BAEMERRAE AR | Seyiethiin /s 1 SR B

KIGR - BEED THI DR - DREATH - X AT

TR —7

1 BUBEPR I L REBF IR O e (U Bk

o usREE (LRI REmR T, IR | b, SRR EkiB D iE) RV

PEREFE T, T IE(APERERRTE) GFHRERAE (IR T F o S

o 71 BZXENLVRRINRNY X< T (&
MYk - BRI - B g i
ik - B - FRER EFHRZ) DR 2 <)

WREEE (X5 0 ONUTEER R | (LR DR o R e

&) I - i
FRE 75 4 ) E MBS R R PR (36 of e S e A A PR
O R R Gie) O DHEE~DMHH

PR RERE T (RN TRV ML RS

9% BRASCH AR IE

DB R

1 BR B A E A

Infusion reaction

FEBWELF P ERIAE (DR TZ
PAANAT DI (= o 0l JO Ve S
=7 (BarH#z) BHEER)

1.2. AEICBEY HIREAFEIE

L

| EFOIC IS S BB O 7= DIEE) I ERRICES Y 27 B/ MED 72 DOIES)
2. EEAREMERTEOME 4. ) Ry BIMEETEI D E
BEOEERTEMESRTE BED R &/IMEEE
BMOEERLZEMERTE BID Y R &x/IMEEE)

/NERatEE EE (DN ART T F v+ RARV R ERRPALR A ~ DG Wit GEIEMEH T A F)

OEH) Zxg e LSRR T — 2 N—2R BE~OERRME (BEN T v 7)
A Uik 0F R O mgTsrE (0 BRI
D FEBMELT BRIV E) ]

PD-L1 GO RV 2 Rz 7> HER2
2D R ARE XTI REIEEE (N7 ) X
For (TA7 R OFF) 2x5RL L
TeBUOERGE R T — 2 N—AFE Uk RisEpr

I D REGE)
3. BFNEICET SRE - HERDFEDHME
L

BT OEHRIE, MIATBAEN  EIMEREGSR S O ERMLHFRR R — U THR T2 2 L,



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 KKO 214 HDO7T IV EEEN L2 L (x $0) 2 A THE
ENDHE LRI ETHD,

6. ERA. A&, BS. B5%8S
MPDL3280A, R05541267



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

10




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, %

11




. REOZFRFHTICETIRER
840mg HAFIIZ &1+ B R FE 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~
12.0mg/mL & U7z 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

12



(14, BALDIEE (h#)]
14.2 EHIFREFOIE
14.2.2 | & DIRIEZ LN Ly

9. BHM
RN

10. &% - 8%

(1) FEMNRELRZ - B, 81K LEH
A=A
(2) g%

(3)

(4)

T2 b Y RERE 840mg>
14mL X1 XA T L

<TEY b Y RiFERE 1200mg>
20mL X1 /341 7 )V

FRE=E
BEARR/NA

RIEOME
W T2
b VY SR VN
Fyrv X R FuE Ly, TII=7A

11. BERREINLEMEE
Briz7a L

12. 20t
YL

13
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V. JAEIZCEHT 4IEH
1. MEEXITIHE

(7' MY 7 50EERE 1200mg)

OUIBRAREZREST « FIE DO IE/ N R i

OPD-L1 Bt DI/ N THE 2 38 1T 2 I i B ik

O AL/ N A i

OYIBRABE 72 Al g

(7tr bU 7 A ERE 840mg)

OPD-L1 Bttt D A E o Z BARREM)»> HER2 Fath: D FHFASHE UL -3 T
(A 3 5m)

OUIBRAHE 72 Ha BRI P i

. MEEXFHRICEET HFE

5. BEERIFHRICEET HEE

(UIBRTRETSEST - BROIE/NEEMME)

5.1 fbFERIBIE D PD-L1 2oV bR B 31T 2 AHN OF M o OV A VeI
[PRQAY AN

5.2 1K%~f§7£5ﬁ7“f§®@3f5ﬁ*7 EZQMETT - FRIE DI/ NI RE [ 6f L CAHI 2 Bl TR 53 25

TiE. MEIESA A K OISR S 2 il e = Téﬂﬂﬂ%ﬁ4_0w1 17 BRG] O
IE@W@%?R%DL + oy 7e iR A A DR BEE I A R IZ BT DAL L Y PD-L1 ©
HEDPMR SINIEBE KRG T2 L, BMAEICHZ - T, 7%,1 S IVT RSN I = i X
IXEE ISR NS 2 &, 7ol KGR SV RS2 R JEL SUX E R 2 BT D i ic

DONTIE, LFOU =7 %A DB AFARETH D -
https://www.pmda.go.jp/review-services/drug-reviews/review-information/cd/0001.html
[17.1.2 ]

5.3 BRI AAN DN BE ORNRIFE. EGFR Bin AR L ALK MG 8 FOfR
EEIZOWT, 117, ERIRBGRE] OHEOWNEZ B L, KA AR V22 2+ I HR R
L7z BT WIS EEORRAZITS 2 L, [17.1.1-17.1.5 B ]

(PD-L1 Bﬁl’io)#/]\‘ﬁﬂlﬂﬂﬂfﬁﬁl BT SR EMEE)

5.4 JEEMIfEIZF1F 5 PD-L1 %E‘ﬁ# ZOWT, M7ERREAE] OHONEEZRM L., +o7ekk
Br o A9 DI BLE SOIMARMEIZ BT 2MAIC LY . PD-L1 OB SR INICEHITERE
*f%f) Lo REIZH T - T, %(nluéj’btﬁiﬁ’*”“%ﬂﬂl:ﬁuuﬂ FEEESR WL 2 8, R

KGR S LT RSN 2 W R F G SR RS (ST D 1F RIS OV T, Loy =7 A
Fﬁ*%)\?ﬁfﬁﬁ“@%é :
https://www.pmda.go.jp/review-services/drug-reviews/review-information/cd/0001.html
[17.1.6 1]

5.5 EEIRFRBR I AL %%Lf:%%@ﬁﬁ?ﬁfﬁf)ﬁ\ JRHIEIZDOWT, TI7RRIRAR ) DEONE %
RA L AR OEIMER LM 3B g LTz B C, BSBEORREZITH Z L, o,
AFIOFEMENFIT, PD-L1 %ELHE (TC) (ZX Y BARDHEMPNIRBIINTND Z &b, KA
DANER O LM A o3 ICBR L7z BT, EIEE OBRIRAZITH 2 &, [17.1.6 B ]

(&R A/ IV Ra fhdE)

5.6 ERIREBRICHZ AN b ORI O IAEE 2OV T, T17.FIRBGR V\?&*%:%f‘&
ML, KA VL etz 40 B R L7 BT SIS ORIRET 5 o [17.1.7
ZR]

(UIRRA RE 7 ATl =)

5.7 JRATHRE (BRI & ) — VB NEE, 7 DA RBEARIE, ~ A 7 vl EEEpEE, ITERE
FREVE/ IR L 28R IR O RRTESE) O & 72 2 I fi s B (x4 2 A K DB %)
M OV IIAREST L TR0,

5.8 EFREBRITHAAI DIV BH OIFEREREEORRESEIZ OV T, 117, BRG] OHOW
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5.
5.

(PD-

KEBINL, RKFOFIER VZ M %2+l L B, BN EEOBREITH Z &,

[17.1.8 2]

L1 BB RILE O ZREEMSE N D HER2 [EED F A REXR (T HFHRILE)

9 AFNOWTHT - % IEWIETE L L COFIER LI L T,

10PD-L1 75:%%‘@% L 72 IEFHR M E IR O 5 6O 2 FI BT DOV, 175 Vﬁfx%%ﬁ?éfﬁEX

IIRARRIC BT 2MEICK Y PD-L1 OREANHER S NICEFITERET 52 L, BEIC

710“( ES 7?(;] éﬂf_%%%\wﬁﬁ RIS ST EEESRZ WD Z &, B, KGR éﬂ’bﬁ_ﬁiﬂ‘
W R SR E RS B T A B HRIC W T, LT =7 %A B AFREETH

ZD :

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

HER2 : Human Epidermal Growth Factor Receptor Type 2 (& b~ _ERZIEFHIK T2 51K 2 B BIFF : c-erbB-

2)

<R
<tJJB$7r ﬁ‘éfw_ - BEOIE/NRRRE)
51 IV\W\L BT, ALFHEIERIGHR O PD-L1 20 /R R R 2 BT 2 AKF OFZIER O

5.2

5.3

(PD-

ZEMEITHESL L TDWRNWZ D DRE LT, KANL, ALFRIEIC L 216K EZ AT 2 R
17/ BB M IR/ s B . AL RIEIE O 72 W R B R % B < BIBRANRE 70 AT « RO
FE /NI B i BB K OB D 70y PD-L B E O YIBRARGE 72 64T « B8 O FE/ Nl o fitides
BEICBWTAEIM L V2P HER STV D

W78 2 = R R (2D & PD-L1 D ERE S VT BB ICARKI A e G- S D L3
NHDHZENLRRE LT, IMpowerl10 ik CIIfbFRIERED 720 PD-L1 Bt (TS D X
IIEEZ A IIZ 351 5 PD-L1 BN 1%L |) OUIRAREEREST « T3 O I/
fities BB DS AAIL B AL,

B, KR EINT-2 W ERE T AIERICOWVTE, UTFTOT =27 %A b AFRHETH
Do
https!//www.pmda.go.jp/review-services/drug-reviews/review-information/cd/0001.html

ARNOERIZ BT o> T, TITERIRAARE ) OIEOWNEZ BFN L, ARH DA ik OV ek %+
SIWZHEfRE LT BT, BEFORRALBEUIITI LELNH DHT-HORE LT, OAK R,
IMpower110 ik, IMpower150 7%, IMpower130 ik & O IMpower132 il Cix. £
T REOBEPEAAIN DI,
OAK B . 77 F A2 G e/t FIEE (EGFR &5 ARG T ALK @G-8 1k
DEBRFTIX, 77 FFHFIZE0eREIINZ., i EGFR LEER X ALK BHEE
HaHT HPUEMEEEANC X 210RE) O 5 UIFRARREZR ST « TR O IE/ N it B
IMpower110 ik : (LFEIERE DO 72 (EGFR Bn 1A RGN T ALK @G 86 1Bk o
F T, FnEi EGFR LEERH X% ALK BHEEH %ﬁﬂ“é SEMENEIE AN K DT R 2
A3 %), PD-L1 Bt (TS SRS R e e il 3 1) 5 PD L1 38BN 1%L E) o
UIBRARE R HETT « TR O IR/ N it B
IMpower150 7, IMpower130 R : {LFIIEED 72\ (EGFR BT 2R XI% ALK
AEETBEDEE TIL, i EGFR EEH L ALK [REEH %267 2 FrkiE
BN X DR H T %) R R 2 bk < GIBR AR REZR AT - I8 D IF/ IR R fitips
IMpower132 & : (L FRIERED 72 RV EREA RS . EGFR &6 TERREMER O ALK
AR TREYEDOUIBRAGE /R EETT - 38 DI/ N it B

L1 [ 3E/NlRaRmfE (< & (1 S TR B IR)

1200mg HiFl)

5.4 AAIDOERNZ T > TiE, Wbl =z =AW 55 & PD-L1 e fesd S o i

FTAA %T‘Qﬁéﬂézgﬁldﬁé EMBLRTE LT, IMpowerOlO B ClL, PD-L1 Bk (1F
BAMIEIZ BT 5 PD-L1 O3 HEE (TC) 28 1%Ll E) @I ILIMA LMW TH M KO
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LEWEPHERE STV D,
B, KR SN ZEEEEICET A FRICOVWTIL, LTy =7 %A F2 B AFAHETH
éo

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

5.5 RAIOMHIZHT-»> Tid, M17.EEREAE OEONEZ BRI L, RKAIOF IR Vet 2+
TMZERE L7 BT, A OBINAZEYNAT O BN H H -0 E LT, IMpower010 7Bk T
I, FREOBREFEDHAAN LT,

IMpower010 &Rk : 77 FFHH| 2 5 T el i i B 151 O 2w B T B (E5FE =4cm)
~TIA (UICC/AJCC i %5 7 i) DI/ INlRaififes D 7E R UIREE

(EERMBRATHEE

5.6 AF|OMEHIZH Tz > T, TR OBHONEZR L, RFIOF DML Ve %+
SPCEERE LT B, BEOEREZEUNIATO LEN D H7-DkiE L1z, IMpowerl133 # kT
L, TRROBEPHEAAN LN,
IMpower133 B : (LR IEE O 7o o BRI Ra i s B (R o HYE 1T Veterans
Administration Lung Study Group (VALG) staging system for SCLC |Z3&-SUCHlEr <4
Too ETo, FRIBAL IR TR 6 D ARIB AL PO B TE (CRT) & MifT L, 2 DELEE Ok
FIRE B RRIEST CRT 706 6 7 H BL Bfkatd U 72 12 (S R IR s & 2l S i B
FHAANDIIZ,)

(IR B FF AR

[1200mg %5]

5.7 [EPAMNCH T, RITRIE (RIS / —EASRIE, 5 9 A BRIORIE, ~ A 7 o i
eI, FFOORAER B/ FIONRAL SRR, HORRIEIES) SIS & 72 AN 84 it
B AFIO AR O AE L L TR 2 &0 b RE L,

5.8 AFIDOMERHICH T - TE, NT.ERKREAE ] OHORNKEZ I L, RFOA MR L 2%+
PMZERE U7 BT, BEOBRAZBEYNAT O MERH H 72 0F%E L7z, IMbravel50 iR T
X, FRROBEDHEAAN SN,
IMbravel50 kR : £HLFHEEFED2 Child-Pugh 2558 A OUIBRARE 72 ATl g

(PD-L1 IZHEDRILE U ZBREZ A D HER2 2D F M A RER T B HELE)

840mg B4

5.9 FUEOMTHT « itz 3MEIEIC I T 2 AKIOFZER VZEVEITHESL L TN 2 ENDEEE
L7,

5.10 @it/ o L =AU I S % PD-L1 SR INTZBEICAA 2R G IND %
HRHDHIEMBERE LT,
B, AR EINTE-ZWIESEICET ABERICHOWVWTIE, LT Y2714 "0b ARARETH
%)o

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

3. RERUAE
(1) RERUVAEDHEHR
Bhae AT R IEM O &
VIR R e AT - | (LFPIRIERIGR DO R LR 2 B < BIBRNRE 72 HE4T - FI8 O FF/ Il i
BREOIFE/NMEM |
& DO HFUENEIZH & OFFHICE W TUEE  RAIZIZT 7Y Y A= 7 (i
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hRE XT3 FHIE M OV

7ML Z) & LT 1A 1200mg % 60 73757 C 3 i i ke C i ifiE
T 5, 2B, PIEEGOREMEN B ChiuX, 2 [ H LR O $ 5 R5H
1% 30 oM & CHEMTE 5,

B RRERTGIR O PD-L1 5P O UIBRANGEZRHETT - F-FE DIE/ Nl ities

ﬁﬁ\%AKMT%Vvaf(EE%ﬁﬁz)kbf1@1mMg%
ST T 3 HEIREIRE CAEEET 5, 7eds. MR G OEFMER R

ﬂf%hi 2 [A] B LARE O£ 5T 30 /0 £ TR TE 5,

{LRREREIRIR D UIBRANBE /2 T T « FEFE O FE/ N ity
ﬁﬁ\&kmm7%99fv7(ﬁﬁ%m@i)kal@1%%g%
SO C 3 MM CAEMETET D, B, YIREEDOIEMENR
%T%hi 2 [a] H LA D £ 5-0F 1% 30 43 [E] & CTHREMECTE D,
PD-L1 BEtHEDIE/N | . AICIZT TV U X~7 (EisF#fiz) & LT 1M 1200mg %
MBS TS | 60 00 T MMM CAMENET 2, B5HMIT 12 VA E LT
iR B ERE %o B, YIEEGOAFENRGFTHIVUX, 2 B LB GRE I
S ECEMETE 5,
EREUNARRME | VAR T 7T RO bR Y REDHIZBW T, liE., AT 7
V) X7 (BT ) & LT 11E 1200mg & 60 237 T 3 i
MR CREEET 2, 2B, FIREGEOIFMEN BRI CThiUX, 2HH
IR D 5-B5IE 30 /0 & CHEMCTE 5,
VIR BE L FF#IRE | "NV X~ 7 (Bir ) EOfFRICBWT, @5, RAZETT
= V) A=T (Ein i z) & LT 11E 1200mg % 60 43T T 3
k@ CAREFET 5, 723, PIRIEGOREMENRIFTHIVULX, 2 FH
VIR D 5B IE 30 /0 & CHEMTE 5,
PD-L1 BBHEDRIL | 7V ZXEL (TL7 I UEA) oI T, BmHE. A
EVUZEAREEN | X7 TV X~T GEfa i z) & LT 1E 840mg % 60 730>M) T 2
D HER2 FE D FAT | BRI CHAMEET 5, ok, WEEGOREEN B THIUE, 2
TREXRITEHIE | FIHLUFEOEK GRERIX 30 /0 £ THEMfECTX 5,
UIBR A RE AR AR BRAK | . AT i?r/)277(Lh%ﬁmx)ka1E1mmm%
BERAIRE 60 3T T 3 A MMM CAMERET 5, 8. 2l Eo/NRIZIET 7
f)x&7WLE%ﬁﬁz)thl@l%gmywﬁﬂﬁﬁlmm@)
% 60 43/ C 3 BRI TAMERET 5, i, PIEIERG-OEEMEN
BiAFchiut, 2 BIHLIEO KGR 30 0 E TEMTE D,

(2) RERUVHEDHRTERE - 1B

(RERUAZENHRTEER]

[E g & Mas S B E 2 kg & UToygah g T FEERARRER (PCD4989g #BR) 1T\ T, AHl
DOPUEGTE AT w%M1mm&ym%mmMg®%£f+ TR BEOND T E R X
Nz, &5, EEHEBITOZLEEZ BT LS. 58 TAERER DA O H &% 1200mg/body
@ﬁ%%%)&btoit EING T FHERRRER (JO28944 3BR) (2B T, HAAMEST[H
TEHE B 2 R GCARR OV, SEMBIREZ Mat Lo fE R, BARNEF ~D 1200mg/body 5
AREE E 2 b,

D%, e BRE & k5 Ui TAREE R ER (POPLAR %%, FIR R&5) . HA
N % & e FERE LR DA AR RS (BIRCH #BR) K& OVERSIL[A S MR IR (OAK #ER)
IZFBUW T, 1200mg/body (3 JEMIFIE) (2d61F DA %M - ZEMENHER I L7,

F 7o ALFRIERIGR O RV EEOE & bR < UIBRRRE 72 AT - B O/ NItz 2 DWW T, [H
B [E 2 ARG R BR (IMpowerl50 #kBR) THONRTTF o N7 U A FBNLJH PN R
~7 (B z) & O, EEEILE S AR ERRE IMpowerl132 ikER) CTHNLRT T T
PXIFTVATTFURONRA M LFE FEOHH, WA FEER RS (IMpower130 #iR)
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THNKRTZF 2 KO nab- 37 U Z XL &ONFH, {LFHRERIBFED PD-L1 BHEOOIBRA
REZRELT « T3S D IR/ NIt I DV Cid, [EFESIL RS AR ER R SR (IMpower110 #Ek) T
%IJME%%'@ XD HE - ;”f/i\m SHER SN2 T2 FEROHENHRE Sz,
PD-L1 Bﬁﬁ@#d\fﬂwaﬂmﬁ BT DI E MBI DWW i, [E BRI [R5 IAR R R SR
ameamoﬁ%) BT, AHl1200mg (3N, &GHRIZ 12 VP AMET) OH
M5 LD HEE EMENER SN0, AEROHENRE Sz,
M?ﬁ%ﬁ@ﬁwg%mdﬁ@%fuowfi [ERE IR 5 1 /A GRS (IMpower133 #t
) CHONKRTT7F o KR hARY REDOHRIZ K 26000 - ZatEntR s, itk
OHERRE SN,
GIBRARE 22 A (2 DWW C ik, EIREIE R 28 IAHES AR 3UBR (IMbravel50 #Bk) TN X~ 7
(Ea i 2) & OGRS X D HM - ZRMENHER SN0, HER OHENIIRRE S
iz,
840mg FANZ S\ Tk, EREILFEF AR RFER (IMpassion130 %) T PD-L1 [BEd kv
T UZRIREMED HER2 FEMEO PIRARRE UL R AL BE IOV T nab- X7 U X ¥k b
OOFRIC L 2 2 BERIREIFREE S OAF R ORI MR S, 2019 4F 9 A AR ZREG LT,
723 PCD4989g kB - TAH| D HMEhREIE 1mg/keg 7> 6 20mg/kg £ THIE LM SN TERY |
800mg/body T 2 #HMIZ 1 [B# 5 & . 1200mg/body T 3 HEMIC 1 [l G-REO IR BT R 5
PN EFEZ BT, 7272 L 1200mg BAI ORI 20mL 12 1200mg DT> Y 7 B ETE
N5, 800mg #5357 ITiX, 1200mg A5 13.33mL # 8T 2 M ERH -7, £ 2
TG OfEEE% 2 2 BRFBRE S OEAE, 1 BoFRES 14.0mL & LT, &5E%
840mg/body & L7-, PD-L1 BHED R /LT 2 B DD HER2 FEMED I RRE UL R IL
JEIZ k9% nab-2X7 U &%?/V{ﬁﬁﬁf%%@ia/\ cnab /X7 V2 X ILO¥E A 2 —)L (3
BIRO 41V A 7)) | b@f\Kﬂsmmg%zﬁ%%@?&5¢5:&&waéo
@%Kﬁ%éﬁﬂ@%%iﬁ‘ﬁ%ﬂ@:ob\“C&i\ WEAE ARG R BER (ML39345 #BR) M ONENES AR
ERAFER (ALBERT #BR) (238 T 18 kA B &% RICTAH 1200me/body (3 FH[F M) . 2
Ll b 18 s (ALBERT #BRIZ 16 melA b 18 ki) D BE 25512 AH 15me/kg (e kK
1200mg/body. 3 HHFFIE) OHIMEGIZ X 5 A - LaVED MRS S, 2025 4 2 A 12K
G L, 22k, ENE TAEKRRR (ALBERT i) Tl B ks N e R
TOERYBRET — X 1 IHF o TR Nb OO, /NREZE LB RS & x5 & Ui 28k
ERREER (GO29664 iER) OF — & & IV THEEE L 7= RHERI SR ENREMZYT (popPK) E7 /LD
Valb—va UERND D RAOIEMENRE) H/NR OB EEOIMEIC X D THIXFTRETH
HeEZLNE GEMT VI—10. BE0YR2AT5HE] 2R),

TE) KSR UL R - M YRR RERHEAT « FER OH NI, PD-L1 B0 I/l
AL 35 U 2 17 B s, IR NI BB e 7 AR
PD-L1 Bt /L€ L 45 (KB 7> HER2 [0 R REE X
L LA
GRS RE 72 B HAR B PR
(TV—1. BREUIBE] M)

([ 5EMOREER]

Kﬁ' 5512 Infusion reaction 23T D A[EEMEDLRH D Z &b, YlEIKGIXHEG-FH %2 60
TFTIZEELTWD, #IEHEGORAEFMEN R CTHIVUE, 2 B H O GRERIE 30 40 £ THE

MCTx 5,

ARA| & GFHT DB OG- FIEIZHOWTIL, FEAOE AL S NI SCEITES Z

4. BERUVHREICEEYT HIE

1. RBERUVAEICEET HEE

(BhReStaE)

1.1 AREF G L0 BITERISEE L 72581213, LT ORELE AL, ARIOREFEZEET
52 &,
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&

e

ALE

Grade 2 DEHE

Grade 1 LA FICEIET 5 £ T, AHZIRIES
Al

12 MfE % 2 H21KR3E% © Grade 1 LA £ TlHE
BLARWGAIE, AFlZHIET 5,

Grade 3 LB XT38 ME

DYyE

KA 1925,

HTkREREE (4]
BRANBEZR AT
FEZ <)

Grade 2 (AST & L <%
ALT 78 BLHEfE -FR D 3 £%
D 5 ELLT Tk e
UL e N ELYEE RO
1.5 fEi#80>> 3 fFLLF D
HEAN) 23 5 H & 2 THk
AL A=

Grade 1 LA FIZIEIET 5 £ T, AFI2IKHKS
éo

12 B %2 2 5IR3E% H Grade 1 LL T & ClH
BLZRWGAIL, AFlEHIET 5,

Grade 3 LI | (AST # L
<iE ALT M EUEE B[R
D 5 fEE TR E Y vEe
VIS ERMEE LRR D 3 f5
WZHI) O%E

KA 19 %,

Pk REREE (1)
FRASBE 72 e
D)

«R—2Z 4 D AST X
1L ALT 23 EHEEN O R
HClE, AST XX ALT
DIIIEE FFRD 3 {54
2O 105 RIS L
=%

e RX—RAT7 A 2D AST X
1L ALT 23 H e FFR D
1 fE#80>> 3 fEFLLTF D
B TIE, AST XX
ALT NEUEE EfRO 5
fEEE DD 105 L I
mu=s5é

e N—RAT7 A 2D AST X
1L ALT 73 E e EFR D
3 [ZBHD 5 fZLLFD
B TIX, AST XX
ALT HHEHAEE EfR 8
&2 10 5L M IzH
U =5é

Grade 1 LA FIZIEIET 5 £ T, AFlI2IKHKS
ZDO

12 B %2 H 2 5IR3E% H Grade 1 LL T & ClH
BLRWGEAT, AKlEHIET 5,

AST # L <3 ALT 7235
Y EIRD 10 {588 %
Nl I N 5 Y [
B> 3 Bz L=

AN
=

KA 19 %,

PN AN

Grade 2 X% 3 DGH

Grade 1 LA FICEIET 5 £ T, AH 2 IRIES
50

12 MfE % 2 H21KR3E% © Grade 1 LA £ TlHE
BLRWEGAX, AFlEHIET 5,

Grade 4 DFH

KAl 14 %,

T I 7 =BT Y N—

Grade 1 LA FICEIET 5 £ T, AH 2 IRIES
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BRREYEME ERO 2 %
BlzEnL=54
- Grade 2 XX 3 DFER

50
12 A Z 8 2 D IRHEE S Grade 1 LUT & TlA]
BELRWEEIE, KAlzPIikd 5,

Grade 4 UTFRIMEDORE

x

KA h19 %,

Z¢ fEOWE M BE fE A
250mg/dL ##

MAEENLZET D E T, AF RIS D,

» SERE O FR IR RE A
TE

* JEBEE D R BREERE TT
HERE, SCIEHTBR R A
RVE CE 0.1mU/L
AR D FESE B 0D HHR
iR e TCHEE

FEFEORIENBEIE T 5 £ T, A2 KET 5,

Grade 1 LA FICEIET 5 £ T, AH 2 IRIES

W0 WA Grade 2 VL EORIBHEEE | 5.
S 12 % 2 H1k3E% b Grade 1 LT £ TH
BLRWEEIE, AFETIET D,
* Grade 2 X% 3 ® 1 | Grade 1 LA FIZEIET 5 £ T, AH|Z2RHA
(L 5o
* Grade 2 X% 3 O T | 12 MM 2% 21KFEK % b Grade 1 LT & TlA|
A BEIR TE B"LARWGAIE, AFlZTIET 5,
- Grade 4 X IZHFEMED
ES
- Grade 4 T FIFEMED AAE RIS 2,
T IEERBERE IR TE
b2, BERRA 4 Grade AKHFZ 1L 5,
Grade 1 LLATICEIET 5 E T, KA ZIRHES
oA Do
Grade 2 DS 12 8% 4 2 5 UM% b Grade 1 B4 F % Gl
PR B"LARWGAIE, AAlZTIET 5,
Grade 3 UL LA AR ik 5,
4 Grade DX T L« XL
- AR ik 5,
FHE ) 8 ) E 4 Grade AKHFZ 1L 5,
Grade 1 LU FIZEIET 5 £ T, ARFIEIRES
N Do
R Grade 8 D55 19 I 248 2 5 A3 b Grade 1 D1 % Gl
BLRWEEIE, AFETIET D,
Grade 4 DHH AKHF & IR 5,
MmiF 7 V7 F =03k | Grade 1 LLFICEIET 5 £ T, AF| 2R3
EERXII_R—2F 1 | b,
D 1.5 {52 3 FLLT | 12 EM % 2 51K3E% © Grade 1 LT & Clal
B ZHEML 7= 5E B"LARWGAIE, AFlZTIET 5,
Mg 7 V7 F = h i
BRI _R—R2 T A v | RAEHFIET 5,
D 3FEEBICEIN LI5S
Grade 1 LU FIZEIET 5 £ T, ARFIELIRES
il 2% Grade 2 X% 3 DHH D

12 MfE % 2 H21K3E% © Grade 1 LA £ TlH
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BLRWGAIE, AAlEZHRIET 5,
Grade 3 @ 1 3 X %
Grade 4 D2 AKHFN & 1ET 5,
NS Grade 2 UL EDOGE AKHN & 1ET 5,
MERERIEMERE | 4 Grade AKHN & 1ET 5,
Grade 1 LA FIZIEIET 5 £ T, AFlI 2R3
)
1A °
R Grade 2 575 12 3% 8 2 53R b Grade 1 81 F % Ol
BLRWGEAX, AFl 2T 5,
Grade 3 LA EDGA AKHFN 1T 5,
BHHEZ 50% 2T 5, 7ok, BIRL:
Grade 1 D4 % 30 rfEREEIZ L, F%8 L WIGAaITidse
Infusion HBlEA JCICRT Z LN TE D,
reaction BeH A2l L, BRIRZ IS 5 2 50%2 08
DR
Grade 2 DIGH H U5,
Grade 3 L DA A ZEBICH T35,

Grade /T NCI-CTCAE (National Cancer Institute-Common Terminology Criteria for
Adverse Events) v5.0 IZH#EL %,
(EZEERBEDORFELREZR C UIRTRELGELT - BROIE/NHERRME)
1.2 OFR T 2O HFUEEMEIELG AT T17.EIRSEAE] OHONEZR#M UERT 52 L, [17.1.3-
17.1.5 ]
(EZEERGED PD-L1 HHEDO VIR R EST - BFROIE/NEEME)
1.3 ¥ LR O%E . MOFUEMERS A & OPFHIZOW T, AMER O 2MEIEHEL LT
720N,
(L2 EEBUS RO UIBRT RE 21T - BR O IE/NAafhsEE. PD-L1 (5140 3E/NlRafhzE < & 1+ 5 1T
FEBEE. UIRT R EREREALE)
1.4 MOPEEMEEA] & OOFRHIZ OV T, BRMER VLRI LTV R0,
GERZ/NRRa Rz
1.5 HINVARTTF RO bARY REDOPFRAICE L TE N7EREE OHEONE, Fio, OF
HAT 2 PEEESGH OHELROHEZ HoIc8 g Lz EckEG55 28, [17.1.7T ]
SR>
(ZheEH @)
(3t

1.1 BHIOFGAZ L0 B L TZEWEH O ISIZONT, o fE#ELR BLIWLET D Z &,

(L gERaRORT L RBER CORTRLET - BROINMAMIE)

1200mg %47

1.2 {LSERRURIBHRD P LB 2 < BIRREACHERT - RSB I/ MMM L= 45\ C L AH) &
DEFS 2 FLEBAERBISAIC >V It (T BRR AR OTEOPNE 2 800 L= ECRIRL, Mk
ORBRARETBUERD S 2 &nbRE L,

UESFBERARO PD-L1 BEOSRTAALELT - BRI/ MERFTE

[1200mg %57]

7.3 ALAERUERINED PD-LL Btk D BIRARREARERT - 3 O MR\ T, R E o
D, MOHESNEEH & DOV THRIE R RIS S TR Z &b,
B FIREAIC BT B ERR MR A 47 5 72 b SR E L7,
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(e EEBL AR O VIR R 1T - BROIE/MARafhE. PD-L1 [FE0IE/NARRmEIZH 1T 5

*ﬁﬂmﬁ$~ UIBR T RE 7 fo SR ER AR PR AR D

1.4 f[ﬁ%f?(ﬁﬂ%/’“fg@ﬂﬁ%fﬁgfo@_ « I OIE NI, PD-L1 Bt oo /N AR i 12
DAL K OUIBRAS B 72 B B EGH A IR 30 T o B s Al & @Tﬂﬁﬁﬁﬁfﬁi
B3 2 H 0 B O BRI, SILTWRNWZ i h . BRRABRIEICRE T A EEME 2179 72
WITERE LT,

GERE/INMRRaRTRE)
1.5 EEANHABME IZOW T, ORI 2 PSR O HE N O &R, EZ2ETA K74
> (2018 ) IR SN TV D HEROHBER 2D Z Enh, HELROHEICET
WAL 21T 5 72O E LT,

5. BRERAUR

(1) BRRT—21\v7r—o
<UIRRFREZHEST - BHROIE/NERRMRE>
R [E AR R

= 3 %3S
s | w4 | D e itk ik e | @j
sk | PCD4989g | I | FEEHR | RFTEAT TR | 4810 |AEWMA T —Y | &t | 76
(GO27831) 18 | MEEREEE. b 0.01, 0.03, 0.1, 0.3, | MTD KU
B i 2R 1. 3. 10. 20mg/kg DLT
B JEBR AT — U 5 AR
10, 15, 20mg/kg. LI &
1200mg/body
Ep | JO28944 I | FER |ETEREES 6¢ ak—h1: gt | A
1 & lomgkg | (FHH4
ar—h2: EO
20mg/kg| DLT)
EN | GO28915 M | 7% 0| RAET IR | 2 | AAIRE Hahtk | B
praeo) (OAK) {LIEE R | PEIR/ N R | 1225 1200mg/body (0S)
s+ 2 | F (WK BARAN: | FEZ B
=WRIRIE) 101 75mg/m?
s | GO28753 I | 7% o |RIET s | 287 | AAIRE Bk | AP
(POPLAR) TLIEE M | 1 FE /NI e H 1200mg/body|  (OS)
28 |FH CRBEEED K& & B
=R/ ) 75mg/m?
ERN | GO28754 I | 35 |PD-L1 M RAT| 2k : 1200mg/body Bk ERE(i]
%ot |  (BIRCH) 18 [T TR MEIE| 667 (FEhR)
sk ANARRRARREE (—Yk | BAN
TRIR, ZRIRWR | 27
O =B
s | GO28625 I | 5 |PD-L1 B /mpr| 138 1200mg/body Hh ERE(i]
(FIR) 18 | TR MEIE (%)
INARRRAE (— &
TaE N O IR IR
LAR%E)

MTD : i KfitfH&E  DLT : HERIETME  OS : 241FHH

a: T RTOEBRT, AK (RO FEZ3®/0) 133 MR CAMHEE L,

b: 7 =%y NATRERCARKNOEG 2T BEH, oW, e/ HiafiE S 1 88 4
c: ZOW, FE/FIRAE B T 3 B
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AiZER U A= EMAER
OA&A| M5 (IMpowerll0 #5k)

e R - . . TE | Gk
k| wmEE (4| L0 54 L FRE - B e | s

EW G029431 I | 7o &afb |[IVHIFE/ MR 20k | ARHRIEE Aot | G
& | (IMpowerl10) FEEM  |MiEABEE (—| 572 | AHKl 1200mghbody (08)
s 2 #f WIRTE) HARN @ |[{LFFRIERE
51 GER - E R )
HNVKRTFF
AUC6
NAPLFER
500mg/m?2
XIZv AT TF
75mg/m?2
N2 R FE R
500mg/m?
(- bR )
HIVRTZTF
AUC 5
VAN
1000mg/m?
XIZv AT TF
75mg/m?2
FhUHE
1250mg/m?

08 : 2R
a:3WEME 1Y A I VE L, KA, INVRTIFTFo VAT TFURKORA M LFE REE A 710 Day 1
2. oy Z e id Day 1. 8 I AIEFIRINIES- LTz,

QHNKRTTF o, N7V EXRILKRORNRNY AT (&a i z) Lot (IMpowerl50

AR)
e R B . . T | &k
sk | wmET || L 54 ar P - PR s | el

EW G029436 | ZoZafb |[IVHIFERE B 2k |AR: Aot | G
K0t | (IMpowerl50) JFEEM | IR 1202 | AAl 1200mghbody | (PFS,
s+ 3 WEE (—W|BARN: | INRTTF 08)
185 93 AUC6
VAR &%
200mg/m?
B -
AF#l 1200mg/body
HIVRTZTF
AUC6
AV &%
200mg/m?2
AN Sl
15mg/kg
C F¥ -
HINVKRTFF
AUC6
R EXEL
200mg/m?2
AN Sl
15mg/kg

PFS : fEHa A 17 [ OS : &4AfFHI/
a:3BME 1A LvEL, KA, IVKRTFTF o, N7 Y EZXRRALVKPNANY X T1IE&Y A 7LD Day 1
W R FEIRN R G- LTz,
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Ot OFLEEMRER A & OPFH (IMpower132 7k, IMpowerl30 #5#R)

N B 4 . T EE |k
Tk RS H BN x5 %k s - A& SEMEE | K4
= G029438 M| 7y | VHIFERYE E| &F: |A#RE: FHWE | FHE
&t (IMpower132) M | LI 578 | AH 1200mg/body (PFS.
s+ 2 Bt BERE (—W|BERN: | IALRTFTFo 08)
1RIE) 101 AUC6
XTI AT TF
75mg/m?2
NRARLEFER
500mg/m?
BEf
HIVRKRT T F
AUCG6
X AT TF
75mg/m?2
RARLFER
500mg/m?
s+ G029537 M| 7y | VHFERYE E| &F: |A#RE: BHE | FHE
(IMpower130) HEWH IR 724 | A 1200mg/body (PFS,
2Bt BEE (—K HNRTFTF 08)
1RIE) AUC6
nab-/X7 U % ¥k
100mg/m?
BEf
TR T T F
AUC®6
nab-/X7 U Z ¥ &/
100mg/m?

PFS : MEAFHIM  OS : 2471
a:3WEME 1Y A I VE L, KA, INVKRTIFTo VAT TFURORA MLFE REE YA 2710 Day 1
IZ, nab-,37 U Z X%/t Day 1. 8, 15 IZAMMEIRNIEE L=,

<PD-L1 (514 M 3E/MiRafhsE < & 11 5 i R B iR

24 3 123y
| wmEE | ;;E‘ﬁfy 4 s FA - AL ﬁi ; ?j
[EI N G029527 Il | 7o %24k | 1B (EEEE | BEkBEE | Bk By DFS G
%Ot | (IMpower010) FEM | Z4em) ~MI| &fK: |UTLIAZ4HA
s+ 2 ft Aadk/ | 1280 | ZLVET

Bl 58| HA | AT T5mgm?
/}é@&%‘%% 149 +u‘F@U\ﬁ‘j’L7j)
B/ Lrey

ER 30mg/m?
EBBE | - FexxeL
EXI N, 75mg/m?2
1005 A TVHE
HA 1250mg/m?
117 s XA KL FERe
500mg/m?
Z & LB
ARFRE  AH
1200mg/body 16 ¥ -1
JIVET
BSC #f : BSC

DFS : 5477 BSC : SCRpiL

a : Union for International Cancer Control (UICC) /American Joint Committee on Cancer (AJCC) Jiil]
Sy B TR 125 <,

b:3HMZ 1A 7L, AKEL, PATTF o, FEZXTEAL, XA MLFE FEIEYA 7100 Day 112,
v/ Ly, FAVHE it Day 1, 8 I ATEEIRNES LT,
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c : FER K2 /N it O A

<HEREV/INERfhE>
T Y ., ) e ] W
I T U G B wg | msemRe | iR |
EWN G030081 1/| Zv# b fLFEFIERO | 2F . | RFOFHEE BHWE | B
K| (IMpowerl33) | | —EEH |Z2WiEEREA/N| 403 | AH| 1200mg/body (08,
s 2 Wi EE | RN | IARTFF PFS)
42 AUC5
= hAHY R
100mg/m?
7T 2RO
7R
HIVRTFF o
AUC5
LN AN
100mg/m?2

PFS : 1A s A 7 1
a:3WME 1A 7 0EL, FAl, T7TBREOCINRTZF N3&Y A 74D Day 112,
YA 7 0® Day 1, 2. 3IZARERIRNEL LT,

<UIBRARE7S FF#RRasE>

08 : /LTI

= FRY RIS

. o 5 . y . o F “E}
Hid HERE 5 biE| e poE % M- & spmmE | ey
EH Y040245 M| Zo&ub |2 LRG| &K |ARE: BHohtE | B
Je ¢ | (IMbrave150) FEH | omEEN| 501 | AH#I 1200mgbody | (OS.
HEsh 2 B WRIFTEIT X | BAAN : [ _Rv X< PFS)
VRS RS M T 61 15mg/kg
Nl g B B#t -
V57 x=7
400mg
G030140 Ib | ArmA: | &H LB E| 2K | A% 1200mg/body | HZIWE | 3l
HEMH DIREEEN 72| 104 | "RV X< (ORR)
18 WIHEAT s | HAN ¢ 15mg/kg
BHER O/ X 12
Arm F:  |I3UIBRARBEZR| &K |F1Hf: A 2t
FuvZ b |FFlEERE | 119 | A% 1200mg/body (PFS)
SR |P HAN: | _Ayv <7
2 B 10 15mg/kg
F2 B -
AFl 1200mg/body

08 : &AAFHIH

PFS . Mg aeA- {7 1R

ORR : &2F&%h*%
a:3WME 1A 7l L, KA, _INT X< TE3EY A 70O Day 1V ICHRHEARNES Lz, VI 72=7

X 1R 400mg % 1 H 2[R D& 5 L7z,
b : Arm A N Arm F O XI5 HEE

<PD-L1 [514EDHRILE L ZBKIZEN D HER2 R D FMARER T B FKILE>

=p > Vol
k| EEE || o0 | ug o mig e e ||
EWN W029522 M| ZrZab| RIBHFE O 2 AFHINOFFEE HWE | B
K| (IMpassion130) “EHER |B-ERENY 902 A% 840mg/body (PFS,
st 2 B FNRHT 4| BERN: |nab-327 U ZXtEL 0S)
7 L A 65 100mg/m?
77w AOFREE
7R
nab-/X7 U X X&)
100mg/m?
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PFS : a4 77 H1

<R ReL R IREK A E>

0S : &M
a:4BllE 1Y A7 e L, KEKPTTERZIES A 700 Day 1, 1512, nab- 37 U Z X /3& VA
7 )v® Day 1, 8, 15 (ZAJHERIRINIES- LTz,

B N P23
| weEE (| D0 | u ik R | @j
EPN | NCCH1907/ | 1| FEEH |YIKRARRERNE 21 18 Ll | : ZEEhE | b
MKO008 BARE | BLREKET A A A#I 1200mg/body (IRF #
(ALBERT) B 16 %L E 18 ikl : | )
15mgkg ( & K
1200mg/body)
sk ML39345 0| JEEHR |UIBRARREZR M 50 18 LA | - Z25h% | M
(NCD W | BORERES A ZFl| 1200mg/body (IRF
e 2 Ll b 18 A TE)
15mgkg  ( & K
1200mg/body)
AN G029664 I FEER |30 AR D 90 18 %Ll E - LAVER | R
HiRE [E g R A% 1200mg/body [ON-SV
18 AT . 3
1bmg/kg ( & K| @hHE, &
1200mg/body) P22 I
i
fili. f%h
[

IRF : JS7EFAMh A% R

a:2l HE 1Y A7 vE L, &Y A 27D Day 1 IZFAIRNE S LT,

(2) BRARZREHER
CHARNIZBT % RkiE>

ERZE [ HHERREER (J028944 5HER) °°

H B9 @ ARFI 10 KO 20mglkg &5 D22 4k

HET A v EER, HEER
KR EITEIEEEE 6 5] (Z oW, e/ HREEE X 3 #)
Be5J715 - ARK| 10mg/kg & O 20me/kg % 3 # [F IR C A& 5

FHmEE - FERMEE o AEFSR. HEMHREE (DLT) OFB 707 7 AL

DANE N O BN RE D IR

BIRGHEIE E ; SR & (MTD), EW@hie, ok, IEEHENhHR
MBS AEFRIT 6T 6B 42 BLL., ZOWN 0 HPEIEH CH -7, EELAE
FHIT 6 BT 14 (10mgkg BGHE) 124 2 7V PRI ENGED Hiv, KRR
FRITEE SN2 o7z, DLT IZ S T2 FH2IIRO 51T, R R TE MTD
IZEIE L2 o 72, 10mglkg & 5RED 1 FIHEERMBURDRBLN B =08, [7—
BEEOMD 2 LB L TH, MiGHT 7 ) X~ TREICER IR LN D>

7=, Cyclel Dayl K O Cycle4 Dayl ®+5-Rij 30 73 K O 5-% 30 47,

A lER

iSh

DB Z S L7255, 10mg/kg & 580 2 2 450msec % # % 480msec LA
T @ Fridericia D ERIZ L2 QT HlE (QTcF) DIEENHAGLNTZA, XN—R T A
B D QTeF OZALED 30msec % HIER 2/ LT BF LA DI -T2,
CGEApEhREICBA L Tid [VIL FEWERBICET 2HA] 22H)
) KGR S AV ANRE IR GIRAHEARMELT « MR DI/ NINAIRE . PD-L1 Bt 36/ il

(TV—1. b
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IR 38 T AT B R A, I/ NIRRT BIBRNRE 2 AT e s
PD-L1 B3HED /L v SR REEIE > HER2 [k FAF A HE UL
L
A L] BRI A 7 BRI P i
3R 2M)




(3)

AR SINIEROHE  <UIBRARREREAT - BRI NMBINGE, PD-L1 BEoIE NlIaEIl s ) D itk

BN, ERED N, BBk AR e AR >
1200mg % 3 WK T 60 4372 T aifiiiiE

<PD-L1 Bt D A NE 2 KM > HER2 Fat: 0 FH A~ HE L 3 Hs>
840mg % 2 FMIEIFE T 60 232> T sl

<GIBRAHE 72 Ja BLPRHR R P >
A : 1200mg % 3 RHIFIR T 60 43757 TR EHE
25 E/NR - 15mglkg ((RE) (kK 1200mg) % 3 @HI[MIE T 60 43720 F
AR
(IV—3. HELRUCHE] 21)

O NESPNIS IR 7
wOVE [ MEREREER (PCD4989g EER) ¥
H 1) . AFIERS (3 AR et 2R, YOGk O FrEORE
fili, MTD @@, DLT OfHh, 2 T ARREBRHERE H & O E
HRRT A FEEMR, HEEEER
FREE : KE, 7T R, RE, ALV
KGR - RPTEAT TR E R B B D WG g g B 481 4
Pe 570k - AEME A7 — 2 ; A%410.01, 0.03, 0.1, 0.3, 1, 3, 10 XU 20mg/kg % 3 i fifH
b C R R G-
JEBE AT — 5 KK 10, 15, 20mg/kg M (Y 1200mg/body % 3 i [ k& C e
B 5
FHMEIEE ;- Z2etE (FEFESL, DLT. LEX. JrEwiis, 4. EKipdhne, 2k
ARBRAE R - MRl RN I 1T 5 A EFRIT, AHEE 96.9% (466/481 i) (ZF88 H v,
Grade 3 LA OB EFLIT 47.0% (226/481 ) ThH -7z, BEELRFBINEMIL 8.3%IC
OO, ERFEG (BEE 1%L L) 13 TH T, IEAT — Y CljEH 7 7
VYR TREER=Z2T A 6D QTeF OZE{bEOBEM A Lok R, K
FIA QT HIPRER 5] & Z 4 mRetk iRV & & 2 5=, 10mg/kg. 15mg/kg.
20mg/kg. 1200mg/body #GHECBWTEE LWIMEFR T 7 V'V X~ TREDOKT
IEA LT, FLEEMPURDORBUC LD MG T 7V U X~ 7RI RIT TR 2K
WwWeEZ oz,
TE) KRS IR TR - GIRAREZR AT « FR O BN, PD-L1 B3/l
JE N 35T 2 A R BETE . TR NI . BB AN BE 72 T B
PD-L1 Byt AL o 45 (a2 > HER2 B0 R8T
R
1) 13| AR B 7 e R P
(TV—1. ZhEeTshE) 2H)
KR ENT-ER O <UIRREEZRHEST « FFOI/ INIIaNE, PD-L1 BtEoH Ml c s 2 ik
W, MEIRI NANAE, SRR 7 AN
1200mg % 3 WK T 60 232 T aifiiiiE
<PD-L1 Bt D ARV 2 55 IKEa D> HER2 [t FIFRAE T PRI SLE>
840mg % 2 FMIEIFE T 60 232> T suifiFii:
<BIBRARE 72 B B AGE PA fid>
A : 1200mg % 3 FREIEIFGE T 60 432> F T alififfiE:
2 A B/ 15mg/kg (RE) (Fk 1200mg) % 3 M IR T 60 237
T AR
(TV—3. MEROHE] BR)

RERGERIR
BB L
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(4) HMEIAIERER
1) BMMHREIGAER
1. EREREFENMEEKGER (0AK K5&%) 12
H 1 . 77 T BHIOF AL SRR L O S AT ST TR (B U 7= R AT T SRR /N
R s B 2 P RICARBI OB ML VL et % Ke X ' Vit L i3 5,
BTV A T MM, EERR 2 B, HLiEER
FEhaE : KE, 7T R AL BHR, RA Y, #E, A2 V7, A—F 8, ®E, bV
A NHV—, FV, ma——F R, XA, I VT x— HITH BE. AALA,
RV, T4 T R AT O TAF  FVy, A=A NI T, BT,
LT, TN, ITTT, TIALEBSTF L, R, AT —F
KRR 7T T RO ESEIE O KA TR )OI T T U 72 RPT A T s IR N
fla i B3 1225 #1] (H AR A 101 1)
*EGFR BIE TR X 1T ALK B GBE THEOBE TIX, 77 F T 1A% 5 Tk B
Z. TNFN EGFR HEERXIT ALK [EER %2 AT 2 FIEMEEERNC X D 1REEN D 5 B
AN BT,

AFIEE (613 f51]) ; 1200mg % 3 FHE I Ttk s
R¥ %%/t (612 41) ; 7T5mg/m? % 3 3 BN C Ak 5
D EEAAERHMEE E 2 (0S) (AR Z2ETIE )
RIR A MERM IR B B A ], B, B (RECISTvl.l EiRE
FHEC L) ettt (BEFEL, BARE, imAE %), EYEhE
A

Bh5I71k

A IE H

OAK BBRD £ £ (PD-L1 REZMH GV AHERTIRER)
FRFMEEE (RELGHEATIER)
AFl %
(Zxfk 425 il, HAN 36 f) (Zfk 425 il, HACA 28 f)

A M (%)

271 (63.8%)

298 (70.1%)

08 FRfE (95%I5HEIXTH)

13.8 4 A (11.8, 15.7)

9.6 7 H (8.6,11.2)

J@RI N — RE (95% 15 X[H)

0.73 (0.62, 0.87)

P{E (&5 log-rank #E) 0.0003

F—ETy hFT7 2016 TH TH
0AK SXER DL 7R HARID Kaplan-Meier Bi#R (£EEEM)

1405 PfiE (@ Bllog-rank#E) 0.0003

0.91 HLAE (959 R IX i)

0.8+ Fts%4L 9.64H(8.6,11.2)

0.7 TF/IAw7 13.84H(11.8,15.7)
a e, IVF—FH(95%E X ) 0.73(0.62,0.87)
m o oz
& 0.5- .
H 0.4

0.3

0.24— FtFtn

0.1 = TTIIART

O‘O— \.: ‘J:J-%IEJJ() T T T T T T T T

0 3 6 9 12 15 18 21 24 27/
A#IBE 425 363 305 248 218 18 157 74 28 1
eerker® 425 0 336 263 195 151 123 98 51 16

K
t
E

s AFI e E- Sz 609 5] (HAN 56 {ﬁJ%ré.rﬁ) 2T 390 WJ (64.0%) (ZRIWEH D
WO, EREWER B%LLE) X, #5874 (14.3%). il 53 1 (8.7%). &
BRIEOR 52 51 (8.5%) . HEJJIE 51 f (8.4%)\ FEEN 49 1) (8.0%)\ T 4T B (7.7%) .
I 42 B (6.9%). % O FENE 38 il (6.2%) HEThH Tz,
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OAK FHER DX £ DIERRE

ARFIHE K& & U
22 VR ESUIN ] P E 5] SO = PN IE ]
poE 25| (n=609) (n=56) (n=578) (n=45)
52 \ \ \ \
RRBR | B | 0 | B |0 B | D B |
i 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
PLEoF% | (38.9%) | (14.8%) | (26.8%) | (23.2%) | (56.1%) | (42.9%) | (91.1%) | (91.1%)
A 10 14 1
FEorhg | (1.6%) 0 0 0 (2.4%) | (0.2%) 0 0
e 194 59 11 11 181 102 9 8
AR HS (31.9%) (9.7%) (19.6%) | (19.6%) | (81.3%) | (17.6%) | (20.0%) | (17.8%)
B 5.k 46 28 10 10 108 84 3 3
EomF5 | (7.6%) (4.6%) (17.9%) | (17.9%) | (18.7%) | (14.5%) (6.7%) (6.7%)

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

) Fe& v rode/NlfaE ot 2 &R HEROHE (2025 451 AR -
WHE. AT H1E, FeEXFk/E LT 60mgm?2 (KEHFE) % 1 BFRLLE2 T T 3~4 BRI T
TEHET D, k., BEORBICEVEEER T2 L, 220, 1 EREHARET 75mg/m? &5,

. EEERFEIAEGKAEE (IMoower 110 FXE&) #1¥
H W ALFIERE O 720 1 PD-L1 Bt (IS O3 iE SR e g ia 23815 % PD-L1
FBLEN 1%LL L) *2 OYIBRARE/METT « T3 OIE/INHIRE IS BE 2 Xf 5T, AH
1200mg (AAFIEE) OFIMER L2 E, 77 F A (A7 ZF 2 T A VR
TTF) RO RA Lt RUIF AU Z B OftREE (BFRERE) & ikd
Do
*1 FQFR &5 1A RGN T ALK BEBIE O BE CIE, £h2h EGFR FLEEM XX
ALK PR/ % A 5 Fr B AIc & 2 BIRED & 5 FaE LA AR BT
*2 o L N = B L U CHRLEIRGE AR STV B X Z F OptiView PD-L1 (SP142) % W
mEINh-,
BT A T2 b, IEEMR 2 BE, LGB
FhlE : AR, AL XV, A XVT, T3V, a7, 7704 KEH, 9T 4
FN—v=T, hva, KA—=TF K, BALET NV — Z A KEH, fEE, R
AN S|
R ALFEIERE O 72 PD-L1 Bt (BEEHIE SO ZAESHR E e Mgz 3815 % PD-L1 %
BN 1%LL ) OUIBRAEEZRELT - FFROIE/ IR B3 572 4 (A AN 51 4
Zade)
B 57515 - AKIEE (285 ) ; AH 1200mg/body % 3 T [EIEINGE T stk -
{bEpRiERE (287 () ; FERE BB BRE T, WARELE LTHLR T T F 2 AUC
6 XX AT T T 7hmg/m2, XA kL&t K 500mg/m? % 3 HFEHET 4
UL 6 A 7, HEERREE LT A R Lt F 500mg/m2 & 3 HERET
SRR -
F - RO 1T, MARIEE LT AV X B2 1000mg/m2 %4531 7 L
D1, 8HBIZ, WVRTTF L AUCHEZHK YA 70D 1 HEIZ, XIEI7 A
A B 1250mg/m2 H 5V A 7D 1, 8 HAIWL, Y AT T F L Thmg/m?2 &
KA 7 m1 HEIZ 3 HEMMIRET 4 XX 6 Y1 7 )V i 5
FHEIEE - EEA MR E AR (0S) (TC3 XX IC3-WT 4R, TC2/3 ik
I1C2/3-WT £, TC1/2/3 X% IC1/2/3-WT M) (KafiFr7s
fiEHTE H )
BIIR A IMERHEIE B AL (PFS) (TC3 XX IC3-WT £, TC2/3 X
1% IC2/3-WT £, TC1/2/3 Xi% IC1/2/3-WT £[H) . Z=%)
TR, 1RO 2 FAFEES (TC3 XX IC3-WT
£, TC2/3 X% IC2/3-WT £, TC1/2/3 X% 1C1/2/3-
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WT $£[H]) %
ViEEzh M E T RECIST v1.1 ZHW-FBEHTEL L
776

2t (BEFR, BRRES), Ky, &

PRBRRE R

H5hi
IMpower 110 XER D& 477 HAR (TC3/1C3-WT £H) :
FEMBIER (BRIIMGMEITER) (hREEN)

ARFHIHE
(&R 107 B, BARA 15 i)

(LR IERE
(&K 98 fil, HAN 9 i)

ARy b (%)

44 (44.1%)

57 (58.2%)

OS FRfE (95%1EHH X [H)

20.2 7 A (16.5, #EEARRE

13.1 # H (7.4,16.5)

JERIANY— R (96% 15 HEHIX[H) 0.595 (0.398, 0.890)

i fHl P E (&5 log-rank i) 0.0106

F—XH v +A7 201849 H 10 H

o R D5 . EGFR & n78 B Xt ALK @A BBt B 2 < 554 15
O ITT-WT £ 9 %5 TC3/AC3-WT* 51 205 5] (AHARN 24 filz&te) (BT, K

FIEE (107 B1) TARSREIERE (98 f3i]) & b U CEEFHEEH Th 2 2AF MM 05

FIEBZENRD LIV, AFIRECB T 2EBESREES N E L (N — R (95%(F

HEIX[#]) 0.595 (0.398, 0.890) . P=0.0106 (%!| log-rank 1 7E) . A E /K UEM{H] 0.0413) .
i (95%(5HEIX ) 1TAAIRET 20.2 (16.5, #EERAE) H A, {LFFERET 13.1
(7.4,16.5) 7 H)),

[ARF A C D TC2/3 X IC2/3-WT S (RAIRE 166 #i, (LFEIERE 162 f51]) (28T,
WA B KHE 4% O F T{EFFRIERIC )T 2 ABIREO K FH R0 2 B M 1 I MREE S /e
STl (P=0.0416 (&Hl log-rank #7E) . RN — Rt (95%EFEXH) =0.717
(0.520,0.989)) MEDFNEITHE T L1z, £7=. TC2/3 XX IC2/3-WT M TOfL22F
EREIC KT D ARABE DM H FZR R EEERNRIES N o 72720, TCL/2/3 X
I1C1/2/3-WT £ CRAIRE 277 B, ALZFHIERE 277 1) OEXERITIF I ThIL -
77

BEKHERA] 0.0413

*3 RS ST IEEHR M MMIC B 1) 5 PD-L1 BEHEN TN ZE 50%LL E 0T 10% L0 1 & HIE Sz g,
IMpower 110 XEg D £ £ 7FHARE D Kaplan-Meier ghfi (TC3/I1C3-WT £H)
1.0 Pfiti (@ Hllog-rank#sE) 0.0106
0.9+ rh oL (95%E X )
0.8 e {*E%J;E?}ﬂ l.’ij%ﬁﬂ(?/l,)lﬁﬁ)
= 20,27 H(16.5,NE)
a 97 T N, N (95%/E X ) 0.595 (0. 398,0.890)
B 0.6+ |
"‘i: 05 e \-.-—1
# 4]
.3
0.2 i g
0.1 === 2 L
s HTHE
0'0_ T T
0246810]2]41618202224262830?23436”
AHFNFE 107 94 8> 80 66 61 48 40 34 25 18 16 11 7 6 5 2
femit® 98 89 79 65 50 40 33 28 19 12 9 7 6 4 3 3 3 1
AP ARKIRE 286 il (HAN 28 il 2 &de) 123N T 173 f] (60.5%) ([ZEIVERNFRD Hiiz,

EREWER (5%LAE) 1%, %57 22 6] (7.7%) . #ES19E 21 1] (7.3%) . .0 20 51 (7.0%) .
FRR IR RENS TE 19 #1] (6.6%) . 3892 19 #] (6.6%) . ALT 14

ERIEGE 20 i (7.0%) .

18 % (6.3%) .

THI 17 B (5.9%)

EThol,
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IMpower 110 SREEDZ 2D FERME

3. ERR#

AFIHE (bR RE R
VAT ESUIN [ PNAE ] SO ] PNAE 1]
ki GAE] (n=286) *4 (n=28) (n=263) (n=22)

oo b | TS e | TE Tmbae | TE | mpae | TS
FIREIER DTV | g | PPV | gy | DR | g | DR |
4z 258 173 27 25 249 224 292 292

(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
HH (80.1%) | (12.9%) | (46.4%) | (21.4%) | (52.5%) | (44.1%) | (81.8%) | (72.7%)
A 11 11 1
Eol-HEL (3.8%) 0 0 0 (4.2%) (0.4%) 0 0
e 81 24 13 5 75 41 4 4
ERRER | 95300 | (84%) | (46.4%) | (17.9%) | (28.5%) | (15.6%) | (18.2%) | (18.2%)
%&Z;i}gi 1% 1:); 4 ) 4 ) 430 410 4 ) 4 )
25 o A (6.3%) (4.5%) (14.3%) | (14.3%) | (16.3%) | (15.6%) | (18.2%) | (18.2%)
F—HEJy hAT7 201849 H 10 A
IMpower 110 5£B& D TC3 X (% IC3 EMDRE D FERIE
r A . AFNRE (LR
LR R BIRH TC3 X% IC3 4 (n=112) TC3 X% IC3 %M (n=96)
K FLEA£R*S HikeX 4 HETE 720 M7 HETE 720
o 103 (92.0%) 63 (56.3%) 88 (91.7%) 77 (80.2%)
Grade 3-4 DFE4 41 (36.6%) 16 (14.3%) 48 (50.0%) 38 (39.6%)

B T-HES 5 (4.5%) 0 3 (3.1%) 0

HENER 36 (32.1%) 12 (10.7%) 20 (20.8%) 11 (11.5%)
WP D SEH D & 5 ) 0 0 0
1125 o T i 9 (8.0%) 7 (6.3%) 15 (15.6%) 14 (14.6%)

*LEVERRAT R SRR TR, RIS

BELZTZ2008EENTWD

*5 [KIRBEFR DI

(IVII— 8 —<&E1EH > H BIEIEHRBMEE ] &08)
) BNRTZF oIl 2 ARAELOHE (2025451 A ARR) -

B NI ANVRT T F L LT, 151@3m~mmmyﬂ(¢%ﬁﬁ)%&5b
RIS 5, 2zl 7—ne L, BEERVIKT, ok, R, Fi,

%o

VAT T T OIENNE R
#ﬁ/ NI B AifigeE (2

ETEARVER LG 2T DA & OB RBIRN

F—HJy hAT7 201849 H 10 A

R D AGEIE L O (2025 4 1 HERR) -
X, EIEEEHENALE - HEE L, BEOIRREIC
Eik: v RA7F5F L LT T70~90meg/m? ((AFRERE) Z1H 1EEEL,

KRANDI G2 Z T T RE DAFIREL L TR Bbhiizd, (LERED

ETERVERERT,

Dl b 43

PRI, EIRIT &0 B EIE8S

&0 FIEEZ@EINT 5,
Diad &b SHEBRIET S,

nNE17—ntlL, HF5EHVRT, Fik: v A7T7F L LT 20mgm?2 ((EEmAE 1 H 1E, 5H

ifGiE e SCAUN

Din &b 2 EBIIASE

T5,

HRITER, ERIC KV EEHET 2,

~NRA LRt FOYIBRARREZRELT - FIROIE/NMIERE

WE L RN A FLd e FELT,

Ihzlr—ne L, B2y, 2k, Eik

BB B DI N9 B AR AEL AR (2025 48 1 AR -

W RAICIZF v Z e ol LC 1 [E 1000mg/m?2 % 30 43 5 C A L, i/
4WBEIIARET D, ZNE1a—RAE LTEREZRYIKRT, /x77%/kﬁm#é

& LT 118 1250mg/m?2 % 80 Z37 T CHfisE L, # 1 EfE% 28
THIELTED, B, BEORREIZ

LV EERET D,

RS MABERPRELER (IMpower 150 ZXB&) 110
H ) ABFHRIEE D 22 1 R b B & Br < BIBRANRE e T

FiE0#

V2% 5 KGR %&&U%g(%%ﬁnﬂﬁﬁ)
1 H 1 [\ 500mg/m? (RFHEAE) % 10 5
b 20 HREMWRERT %, ha 1 a—xE L, HE2#E0 KT, 2k, BE ORI

P T TR RHE L

/] @Hﬁgﬁé

i 1 IE&E‘%:‘ 3 L@‘f)h

B, &A/&t/

HigEL, 3EHA :Wk%%’fl a—R &

- RO fmﬁaﬂm%gﬁgéf%f

KIRIZ, BHNEDNVNRTTF o +37 ) 2R LOPREE (KHI+CP )., X
Kﬂkﬁwﬁf??y+ﬂ7U&%tw+NNvf77(EE%@@%)®ﬁ%%
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5 (KH#I+CP+BEV i) OFNER VLML INRT T F o+ 7 ) FFE L+
NNV AT (EfEfHHE ) DRSS (CP+BEV ) & iT %,
*| EGFR Wia T8 R T ALK Ba8ETHBEOBE TIE, Zh2h EGFR BEEMN T
ALK FLEER % A 2 HOEMEEISANC - 5 1A & 5 B8 A AT B AL T,
REBRTA v T M, FEERKR 3B, LGB
FEhE  okE, AL, RAY, BR, A=A VT O TA4F, TTA, A XVT,
FUV. AT a7 BB TN RV, T RET X — A A A
F—=ANIT, TAEBF TAHIT, AFva, ~b— YU HR—/I, AN
X7, hFH, UV NT=T
KGR ALTFRERIERE O 720 R ERE A bR < BIBRRRE e HEAT - RS OO FE/INHE R s R
1202 1 (H AN 93 fi)
5051 - AKI+CP B (402 ) ; SBAHE L LCAA] 1200mg/body, VR~ 5 F 2 AUC 6,
X7 B2 XL 200mg/m? & 3 HERIRT 4 XL 6 1 7, MEFpREE LT
AF 1200mg/body % 3 i [ I C A E &% 5-
AHKI+CP+BEV B (400 f) ; HARE L LTAA| 1200mg/body, HIVARTZF
AUC6, /X7 U Z Xt/ 200mg/m2, 3 A~ 15mg/kg % 3 MEE T
4 X 6 VA 7 v MERREDE & L CARHK] 1200mg/body, /32 A~ 7 15mglkg
% 3 TN C A i 5
CP+BEV # (400 f]) ; MAWREL LTHARTTF L AUC 6, /X7 ) XXt )L
200mg/m2, <N X< 15mglkg % 3 HREIMERT 4 XX 6 1 7 v, #eRf
ik L LT X< 7 15mglkg % 3 1 I T A &L 5
FEAMIE A - EEANMERHME E  EREAFIN (PFS) (ITT-WT $£M*2 & O Teff-high-WT 4£
[*3) (RRAEAZ AT B ) . 2B IR (0S) (ITT-WT 4£[H)
(BRAEA 72 fEHT L H )
RIRAZMERHMEIE E ; PFS (ITT 4£F) . OS (ITT %£M) . 223, 258, 14
KON 2 ARG ITT-WT M) %
PUEES BHE 1L RECIST v1.1 Z W EI8EHEE L
776
*2 EGFR W5 178 BB X UT ALK B 185 T B0 3 2 B\ 7= TTT 4£MH
*3REIEHAEL O Teffector BB T+ 7/ % Fv—Aa7 (PD-L1. CXCL9 X IFNy ® mRNA F&¥H
&) =191 U LA EGFREAA T2 BB T ALK A S T-BHE D B 2 [ 7= B 4
et (BEFSR, WRKRE. imAE %), Eiydhe, %

PR A
A5
IMpower 150 XE& D £ £ 7FHAM (ITT-WT £H) -
FEFMEE GRENGHERER) (G 2 BIDREERT)
AF#|+CP+BEV # CP+BEV ##
(21K 359 i, HAAN 32 ) (24K 337 i, HAA 14 )
AR M (%) 179 (49.9%) 197 (58.5%)
OS Il (95%15FE X [H]) 19.2 W A (17.0,23.8) 14.7 7 7 (18.8,16.9)
JERI AN — R (95% 5 18X M) 0.780 (0.636, 0.956)
il P i (&5 log-rank #R7E) 0.0164
HEKUEMM] 0.0184 F—XHhv A7 20184E1 H 22 H

AHKI+CPEE (22K 349 ], BAAN 21 6) », CP+BEV BT 2 24F MOk
B ANY— REIE 0.876 (95%CI : 0.715-1.075) (p=0.2041, &5/ log-rank /&) TH
V. MEFFHIICABERIERITFEO GT, AREI+CP BEC T 2 EEMEDREE S /e
Mol DREDFINEIFKET Lz, £2. BARANBFIZEBIT 5 ITT-WT £ O &4 1
ROl (95%EHEX[H) 1%, A%+ CP+BEV B (32 #l) T 19.8 (14.1, 24.2)
#1 H . CP+BEV £ (14 #) THEEAEE (13.2, H#EEARHE) TH o= (NP — Rk (95%
1SHEIX M) 1.311 (0.498, 3.446)),
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IMpower 150 (XEXR D& L7 HARID Kaplan-Meier gifig (ITT-WT ££MH)

1.0
0.9
0.8
0.7
0.6
0.54 Biosv X7
0.44 CHVRTSF>
0.3 PN )70

EEEE

P (& Blllog-ranki®E) 0.0164

Hp oAl (95915 HEIX )
BCP 14.7#H(13.3,16.9)
77 A<7+BCP 19.22H(17.0,23.8)
‘«w\wupm%%fﬁﬁmﬁﬂ) 0.780(0.636,0.956)

0.2{— BCP
0.14 7T A<7+BCP
O'Oﬁ +  FI5HD

T

0 3 6
##+BepEe 359 323 296
BCP# 337 308 268

T T

9 12 15 18
%4 235 167 119
233 106 129 87

2 zlzﬁl +CP+BEV & 393 il (HAAN 36 fila&de) |

91 24 21 30 33
9

66 34

o6 29 6 1

\ZHBUWT 370 B (94.1%) (ZRITEH

RO BTz, FRRIER (20%LL 1) 13 i BSE 185 41 (47.1%) . .l 135 11 (34.4%) |
W57 104 il (26.5%) ., &L 97 ] (24.7%) .

2 /3F—88 il (22.4%) .

T 84 B (21.4%)
DAARN 36 FlIZBNT 74 (19.4%)

BHRIEEE 89 I (22.6%) .
HEThol, £7-. AAK|+CP+BEV &t
(BT P ERIBDE DS ZR D B vz,

IMpower 150 SRERDZ DR E

KM= = —

AFl+CP+BEV CP+BEV #f
2 VEfMENT ENON = NIE B 0N = NIE B
i GAE] (n=393) (n=36) (n=394) (n=24)
A RE BE BE
% 1545701 [EAS 15457010 (A : \ o AE 1535 700 = /e
KRB LR+ LR N B £ o A I B S 2 A (o L L EZCL A SN
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
ol HG (6.1%) (2.8%) (5.6%) (5.6%) (5.3%) (2.3%)
e 174 103 15 12 135 78 2
BRETE |y gu) | 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%%

R RBRNEE TERWER IO T 2 0TI 3A & oK FERRASE

F—Hhy hAT 201841 H 22 A

*5 KK+ CP+BEV BEDQEWIEF] DFET-ICE - 7 FR I REARMEE. flim & 1 4]

(IVII— 8 — <& 15 W >H A BIRIEH S | Z)

) BNRT T OBl 2 ARAER OCHE (2025 4F 1 ABES) -

WE ., RAZIEAIAVRTZF L LT, 1 H 1 [H 300~400mg/m? (ﬁﬁ’%ﬁﬁ) 2= ON

BIREET 2, Thz 17— Ee L, BEEZEVET, ok, RERIT, Fin,

Do

ETERVEREET,

Dl b 4

PRI EIRIT &0 B EIE S

X7 &R DI NEIRIE IR 2 AGEHE R OHE (2025 4 1 ARER) -
WE. AT N7 U 2% E LT, 1 H 11H 210mg/m? (KFHEFE) % 3 KT T E(r%ia%&b D
<Eb 3HEMAREST D, Thit 17— e LT, #5280, 2B, H5E1T, BEORREBICIYE

HEET 5,

ER L FEE MAERKRRER (IMoower132 5X8&) '
H B ALSRIERE D e B A R < . EGFR &5 Bt kO ALK & & s+
PR D IE/ N i FB A 2 P BRI AR & th D BB MR RS
# (BIWVRTIFTF o RINITATTF o+ MLFt R) (KFI+PP #) OpfFA#&
HoHMERNZeE, R FRE (DVRTT7F o F VAT TF o +~XR
Lt R) (PPRE) &L 5,
RERT VA v T b, HEER 2 B EGAER

EVEDYIFRARE /R IEAT -

33




FHE : KE, AA v BR, 77 0RA KE, A=A VT  AZVT FATUH, U
FGAF BB AT — A ATZ) AL — RV BT —w=T
WE, v~ L—v 7, TABrTF U FU, TANLT R, ~Ub— A=A NI T T
HYVT, VNT=T, ZhET
K BE ALFHEIEREO e, R EREEZ RS . EGFR &6 TR REMER O ALK G B5 1
Pt D YIBRAREZR AT - FFR DI/ N fRE FEE 578 5 (A AR 101 f51)
P55 - ARKI+PP B (292 1)) ; AL & L CAKI 1200mg/body, H1/VR 7 ZF 2 AUC6
I AT T F 2 75mg/m2, XA kL&t F 500mg/m?2 % 3 AT 4 X
1% 6 VA 7 L MR & L TAAI 1200mg/body, <X A kL F ¥ K 500mg/m?2
% 3 W[ IR A EHER 5
PP &% (286 ) ; AL E L CHART T F 2 AUC 6 Ly A7 T F 2 Thmg/m2,
AN A R LFE R 500mg/m? & 3 HEFFET 4 XL 6 1 7L, MERRESE L
TR b ¥t R 500mg/m? % 3 8 R C Al it & 5
FHIIE E - EEAMERGIE B SR A I (PFS) (BEEm e fiffr = B ) | 2R (0S)
(FRFERY 72 i fiT I H )
BIREOAMERHIIE B 8503, B2 IR, 1 FEL O 2 FFAFRIS %
PUESE R B2 1T RECIST v1.1 ZHW=FBERTEE L

77,
et (BEHES, imAE, BRKRAESZ) . Kip@he, %
R R
B
IMpower 132 SAER D EISEA FHIRE (AMEEITTRER) -
FEHEIEE (REIMIGCAEITHER)
A+ PP R PP B¢
(24K 292 B, HAA 48 f51) (41K 286 B, HAA 53 )
ARy b (%) 209 (71.6%) 249 (87.1%)
PFS Hyufil (95% 5 #EIX[H]) 7.6 7 H (6.6,8.5) 5.2 7 H (4.3,5.6)
JERIAY— R (95%(EHEX ) 0.596 (0.494, 0.719)
A P (&5 log-rank IR E) <0.0001
BEKUERI{H] 0.004 F—&J sy NFT7 20184E5 A 22 H
IMpower 132 SRER D EILE A 7ZHARS 0D Kaplan-NMeier 4R (£ EEEM)
el P1E (& Yllog-rankHtse) <0.0001
0.9+ -, A (959% 12 #EIX )
0.8+ o, WHHAEE 5.29H(4.3,5.6)
€ 0.7 FHAIBERE 7645 (6.6,8.5)
o 0.6 e INFE—F e (95%2 1 X M) 0.596(0.494,0.719)
Rund - LT
;H_ 054 ey e
al o
%; 0.4 o o
g 0.31 s W
0.2 —— 755 F + R_ANFLF S S
0,14 =emmm KA + 75T F + RALFLF
0.0ﬁ . . :}T%j@]i‘) | i . : : ;
0 3 6 9 12 15 18 211
FFpEERE 202 231 169 120 38 43 11
HEREE 286 195 115 72 44 11 3

ek AFI+PPEE 291 6] (HAAN 48 & GTe) 128V T 267 6 (91.8%) (ZRIVEA MR
Siviz, EREIER (20%LL F) 1%, &if 113 5] (38.8%) . H.0» 96 7l (33.0%) . fE
FIE 59 il (20.3%) T o7~
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IMpower 132 SRERDZ DI R E

AF|+PP & PP #%
LR MEREAT BRI ] PNE 1] BN I PN 51
poE 2 5| (n=291) (n=48) (n=274) (n=52)
%1 Foun BE PN BIE Foun HIE Foun HRE
IS SESIE DR | s | IRV | L | BRI | L0 | IR
i 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
DHEZR (62.2%) | (53.6%) | (72.9%) | (68.8%) | (53.6%) | (39.1%) | (50.0%) | (44.2%)
L Anta 21 11 2 2%2 14 7 1 1%3
Eolmfg | (1.2%) (3.8%) (4.2%) (4.2%) (5.1%) (2.6%) (1.9%) (1.9%)
e 134 96 22 16 84 43 11 10
RS (46.0%) | (33.0%) | (45.8%) | (33.3%) | (30.7%) | (15.7%) | (21.2%) | (19.2%)
WO
HH D £ 5 69 60 19 18 48 44 15 15
IR E o (28.7%) | (20.6%) | (39.6%) | (87.5%) | (17.5%) | (16.1%) | (28.8%) | (28.8%)
7-H5%

F—XHhv A7 20184E5 H 22 H
MUK RPEARAEE TERWVWER L IHAT 20T N0 HA & ORBEBEBRAEE T RNWEREIFT,
*2 K%+ PP BED EPEFI DFE 1 IZTE - 72 HR IS . R AR 2% 1 4
*3PP PEDE NI DOIETIZE - - FHRITET 1 4]
(TVIl— 8 — <Z&E W > HBIEIWEARBUERE | 2R)
W) VR T T F O NIRRT A ARAEE O &E (2025 45 1 ARER) -
WE. RAIKIIILRFSF L LT, 151ESWNMMmyﬂ(W%ﬁﬁ)%&5L it 4
MRS 5, 2hza 17— b L, BEEHEVIKT, B, BE5EIT, FiH, KA, ERIC K @k
5,
SRAT T F O ST SRR AR L O R (2025 4 1 ARER) ¢
Fe/ IR, EIEEEHENAE - HE S L, BEORREIZL Y FiEa3INT 5,

Elf: v X75F & LT T70~90mg/m? (AREFE) 1A 1E&ELL, D ed 3MKET S, 2
Ne1r7—nel, HHEZBVRYT, Fik: VAFF7F & LT 20mg/m2 ((AFKEH) Z1H1E, 5 H
ket G- L, 72 &b 2@AREET 5, chxd 17— e L, #5280kt 22k, EiE FiEo#k
HEITEA, ERICE Y EEHERT S,

AUt FOUIBRTNERREST « R OIE/NBIIE %9 25 7KG6E %&&U%;;@m5ﬁlﬂﬁ5)
WBE. RAIIERA MLFE RELT, 1 1FH500mg/m2 (RFREHHE) % 10 00T CTrfdra L,
<L H 20 BMASEES 2, 2hia 1 a—2 & L, #5240 K7, 2k, BEDREE i@ﬁﬂﬁgﬁé

. ESEARESREKER (IMpower 130 FXER) 1819
H 0 ALFERERE D 72 RV B RO & bR < GIBRASREZRHELT - PR O IR/ N e B E &
SHRIT . AH & OPTHEMEIEES] (HVAR T F 2 +nab- 37 U ZXxt /L) (KHI+
CnP #t) OOFHEGOHFMER LM%, JEA L E (VR 72 F 2 +nab-
N7 Y2 L) (CnP BE) &HET 5,
*1 FGFR BT ARBME T ALK fa 8B THEOBE TiX, e EGFR HEER XX
ALK FHEEH 28 3 2 BB AN X 218 ER & 5 BE DA AN BTz,
RET VA T2 b, IEEMR 2 BE, LGB
EhEE : SV — IFH TTUR KAV AFZVT A ATV AL 2 KEH
KR ACFIRIER O R LR 2 B < YIBRRRE 72 ES T - P8 OIE/ NI it B 724
4l
Bk  AHI+CnP BE (484 ) ; HAMRIE L L TAHAI 1200mg/body, 1/VAR 77 F 2 AUC
6 &% A 27D 1 HEIZ, nab-3X7 U ¥ F%E/L 100mg/m2 %41 7 /LD
1, 8, 15 HHIZ 3 BHMMET 4 XX 6 A 7 v, MERpEIEE LTAH
1200mg/body % 3 1 [ IR C Al ffiE & 5
CnP B% (240 f8]) ; EASIEL LTIONRTTF L AUC6 2KV A 7D 1 HEIZ
nab-/37 U % ¥+t /L 100mg/m2 Z 4% A 740 1, 8, 15 H BT 3 HEHE
T4 XX 6 VA 7V MEFRRE & U CRRE T~ A R ¥ F 500mg/m?2
% 3 3 [ [ERR C mii e R 5
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FHGIE H  EEAWERHMEIE B S AR (PFS) ITT-WT ££[H*2) (MEEM R fENTIEE ) |
24 (0S) (ITT-WT ££H) (BREERI 722 fEdTE H )

BIRBAZEFHMMIEE ; PFS (ITT 4£H) . OS (ITT M), 2%, B, 14
KON 2 FALFEES ITT-WT 4£H) %
PUEE A 13 RECIST v1.1 Z W= E18EHE & L
776

Zett (AEFSR, BRRES) ., EpEk, %

*2 FGFR &5 128 B X 1T ALK @A BAR T Bk D B3 2R\ 72 ITT £

ARG A
i
IMpower 130 SRERD A FHIR (ITT-WT £MH) -
FEFMEE (BRI GHETHER) (hREFEN)
AKF|+CnP B CnP &
(21K 451 f1)) (421K 228 fi))
AR M (%) 226 (50.1%) 131 (57.5%)
OS PR (95% 15 HH X ) 18.6 7 A (16.0,21.2) 13.9 7 A (12.0,18.7)
JEBIANY — R (95% (ZFEX ) 0.791 (0.637, 0.982)
il P i (&% log-rank #7E) 0.0331
BEKUERIH] 0.0425 F—RJy FAT 201843 A 15 H

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

el Pl (& Hllog-ranksE) 0.0331
0.9 1A (959 (I 1)
0.8 xR 13.921(12.0,18.7)
0.71 e AISHIE 18.64/(16.0,21.2)
& (.61 W%ﬁ*ﬁmﬁ)o.ww.64,0.98)
& 0.5
# 0.4 T
0.31 [
0.2 4 —— HNWETFF 4nab-2370)5 L)
0.14 == FH + INETFF +nab-s 75N
OAO i FI59)Y

0 2 4 6 8 10 12 14 16 18 20 22 24 2 28 30 320
AHIGERE 451 422 384 351 315 294 268 217 167 120 88 59 40 19 10 4 1
RHEBE 228 206 176 161 147 132119 96 75 58 39 24 13 8 1

e AH+CnP B 473 BlZIVT 455 il (96.2%) ICRIWERZFE O bivic, FE72EIEH
(20%LL F) 1%, Al 248 fl (52.4%) . A T EKBAE 218 il (46.1%) . Bl 207 5]
(43.8%) . %57 185 ] (39.1%). F#i 150 # (31.7%). MLTEIAE 145 B (30.7%) .

/RO E 127 1] (26.8%) . BAKEGE 107 61 (22.6%) . i/ MEEdR> 105 )
(22.2%) . M&EH: 99 f5 (20.9%) EThH -7z,

IMpower 130 SKER DL M DIERBE*3

. S ARA|+CnP £ CnP &

LR RRE Lfk (n=473) Lk (n=232)

K| R B £ 4 720 HETE 20 7220 BETE 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%)
BN E - T-H 25 (5.3%) 8 (1.7%) 13 (5.6%) 1 (0.4%)
EHE R HR 240 (50.7%) 112 (23.7%) 88 (37.9%) 30 (12.9%)
Qiﬁgfﬁggﬁg 125 (26.4%) 97 (20.5%) 51 (22.0%) 31 (13.4%)

F—H Ny hAT 201843 /] 15 A
*3TMpower130 R I TSR IR R D 72 O EINAEFI 72 L,
HMRRARPEE TERVEG L IIIFHT L 0T NOIA & OREBENGE CTE R WEREET,

(TVIl— 8 — <&& & > HBIEIWEARBUERE | 2R)
E) HNRT T T ORI 2 ARG A O HE (2025 4F 1 HRER) -
WH L, A NVRTTF L LT, 1 H 1[H300~400mg/m2 (KEmEE) 2&5 L, 2t b 48
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RS2, Zhae17—ne L, BE5EEVET, ok, BRI, Fin, ZRE BRI LV EEHERY

%)

nab-/37 U & v L ORI 3 2 AGRIE L O & (2025 4 1 HRFAD -

WHE., RACIF 7 Y ZF e LT, 1 H 1[E 100mg/m2 ((AFRERE) % 30 /) CTAalEEL., b7
<&H 6 BRI D, 1 EHSE 3EBEFRL, Zhtl1a—R2E LT, B5EE2HVIKET, B, &

FDIREE

WXV EERET D,

. EHRFEIMEERKRAER (IMpower010 FXER) 22V

H i

I B~IIA i3/ Nifafitife O e 2UBREE 23512, 77 F 8K % & el i Bh g

ER\CARHI DA RN L 2t 2 XFpiRlE (BSC) & Hilkd %,

RRT YA 2 T oMb, HEM 2/, AR

EhaE : v

VT U TAT AL FAY TITUA NI = A ZVT A AT

b, BV RN, BEH, R—F R, AT 0%, b—~<=T_, ~L¥— HA, HH.
B, WE, A=A NZ U7, Fk KE, bFH

KRB

B 551k

FHmIEE

I B (JEEFE=4cm) ~IMA # (UICC/AJCC JEHI4 5 7R 0 FE/ N g i
#
BREkBeE K 1280 1 (H AN 149 #)
T U MMEBeE AR 1005 1 (AN 117 #)
BEREERE (1280 f5)) ; AT LU A v ER K4V A 70 BHEME 1LYV A 7 0ET D)
HH5ET 5,
AT T F 2 75mglm2 45 YA 7 V@ Day 1 IZERIRN G-
Mz T, RREM () EROBRIICE ST TD 1o
- B/ Lt 30mg/m2, Day 1 }O8 8 [ZFRIRINTE 5-
« K& FE/L 75mg/m2, Day 1 [ZEARN 5
« S AT HZE L 1250mg/m2, Day 1 LT 8 IZH#IRIN % 5-
« ~ X h L%tk K1 500mg/m2, Day 1 (ZERN X 5-
T oA IMEERE AFIEE (507 1)) ; T2 N U 2 1200mg % 3 HREIENE CHROK 16
EIF SR F REE o8
BSC B (498 f3]) ; B2 H
TEANMETMER ; S5 AFNIR (DFS, XHIRERHN) (RAEr 22 it E )
ZOIEH%, PD-L1 B (TC=1%) I XIXIMA B2,
0 EMA oo T o F e &= 2REEM, ITT £Mic>
WCRHI T 5,
BRI ZMERETE B ITT £ H 0 5 2EFH (0S) . PD-L1 5% (TC=1%)
D11 XA B2, T UTXMA o T v 2 M S -4
BEEM, ITT EMIZBIT 5 3 F K5 4E DFS #4, PD-
L1 585 (TC=50%) @ 1T XIXMA #4EM*312351F %5 DFS
BRRMAZMETHIEE ; 1T MA $IEFIC T 5 PD-L1 FEBUR UL 0 HE555 248 774
M. 2EFHn
SP263 THC A5 L 5 PD-L1 FELARILSN 00045 5 AT
IFEHERTEHE ST, PD-L1 & (TC=50%) O 1 X
IZIMA HIEER* @ OS [T FHANTFHE STV > 7203,
FELR IV ERHZRO S5 TE YAl S vz,
Zatk (BEFS, WKRES), KpEg, %
*1JE RS L R IR/ NI O 2y 7235, ENICEB W TRR ST A0S RIT. BIRRRE
HEAT - FEFE DI/ . Rk B 2 b < /NIRRT 2 35 0 2 IR AR Bh R 15,
*28P263 THC fifs CTHEEMIE [TC] Z1%RI & E&K
*38P263 IHC #i# T TC=50%%EHl & EF%
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PR A
BIE ;

IMpower010 SRXER D EFAETFEAR (PD-L1 B (TC=1%) O I XIKXIMAEAER) -
FEMBIER (RIIRGHETER) (bR

AFHE
(414 248 fi,

HASA 41 1)

BSC #¥
(421K 228 fil, HAN 33 fi)

ARy b (%) 88 (35.5%)

105 (46.1%)

DFS tiffE (95%(5HEX[H) ARE (36.1 B H, HEEAHE)

35.3 W A (29.0, #EREE)

JBRIANY— RE (95%1E 1 X))

0.659 (0.495, 0.877)

il P i (&R log-rank 7€) 0.0039
EKHERMH] 0.0870 F—AJy AT 202141 A 21 H
IMpower010 SAER D ESRAEFHARI D Kaplan-Meier Hh#R
(PD-L1 &% (TC=1%) @ 0 XIXITA HiLEM)
1.0
. BSCHi
09+ o srmemes AT
T, + FIEE0n
0.8+
0.7

L
&
1

04
03
024 Pl (F& Bllog-rank#5E) 0.0039

27 e (95%E X )
014 BSC 35375 0051 )

19 Fimz=T ik (361 M AR
00 L/~ FH Q%X 1) 0669 (0495,0877)

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51 54A
KFIBE 248 235 225 217 206 198 190 181 150 134 111 76 54 31 22 12 8 3 3

BSCH## 228 212 186 169 160 151 142 135117 97 80

59 38 21 14 7 6 4 3

k. BIRESUITRFRAIMEHT O PD-L1 FEELR DL 0 g A A7 1 ] K OV AR A7 HITR] D7 SR 3L

TDOEEY ThHoT,

IMpower010 EXE&R D PD-L1 FIRIK 5% I 0 9 77 HAR
(O XIFMA EAER. Eo EEEN) - BRI R UIER T

PD-L1 38 PG %k thafi (95% (M) (H) NYP—FH (95%(E 5 X [E)
0 EN 133 32.8 (29.4, NE) .
1=<TC<50% BSC 114 31.4 (24.0, NE) 0.868 ™ (0.600, 1.256)
0 AH 115 NE (42.3, NE) .
TC=50% BSC 114 35.7 (29.7. NE) 0.432*5 (0.272, 0.684)

AT DT — & 2021 4E1 A 21 AUy A7
*5 JEf@ Bl Cox Ll ~Y'— REF L

NE : X3 E A fE

MTC=50% 233 1) 2 My AE A7 HA O Bl R SR HT

IMpower010 EXE& D PD-L1 FHIRKR AN D £ £ FHAR S
(O XIEMA BASERE. BB EEfEMT) : IRRAEEMN

PD-L1 B bt Bk | e (95% (X)) (H) NF— R (95%EHEX M)
TC=1% ﬁsﬁg 3;‘2 Eg EEE Egi 0.772 7 (0.509, 1.170)

1=TC<50% Eﬁsﬁg b Eg EEE Egi 1.218* (0.705, 2.104)
TC=50% g’fg ﬂi Eg EEE Eg 0.366 8 (0.181, 0.742)

6 PRIEATRE DT — 4 2021 1 H 21 B v bA T
*7J@ 5 Cox thff| N — RETF L
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ﬂ}ﬂ%ﬁJ&mrmwAv*—k%ﬁwu
L R I HEE R RE
%éi AFIRE 495 5] (AAN 56 2 ETe) 128V T 335 il (67.7%) (ZEIWEMNZED S
720 T2 BIVER (5%LL_E) 1, FAR AR ﬁ?ﬁ5&ﬂﬂmm»%o%ﬁ43m@7w
395 40 B (8.1%) . AST #5440 37 il (7.5%). ALT #4501 36 il (7.3%) . FUIRIGHERETT
HEIE 29 151 (5.9%) . JEEN27 B (5.5%). BEAHIR 26 B (5.3%) 25 Th -7,

IMpower010 SRERDZ £ DFERITE

AFRE BSC #%
2 VEfMRNT 0N PNIE 1] ENON PNIE 1]
S SR (n=495) (n=56) (n=495) (n=58)
o | = NS | o= NS
IR 2R B+ 7y T 7 7y T 7 7y T 7 7y T o
459 335 53 40 350 45
R 92.7%) | (67.7%) | ©4.6%) | (71.4%) | (70.7%) 0 (77.6%) 0
I 8 4 3
Eol-ES (1.6%) (0.8%) 0 0 (0.6%) 0 0 0
e 87 37 10 7 42 4
BREHFR | qrew) | (75%) | (17.9%) | (12.5%) | (8.5%) 0 (6.9%) 0
5k c | 90 75 13 13
ST-HES (18.2%) | (15.2%) | (23.2%) | (23.2%)

F—Hhy hAT 1202141 H 21 H
ORPEBRNEE TERVEFER IR E OREBBENEE CTERVWEREET,

(TVIl— 8 — <Z&& W > HBIEIWEARBUERE | 21R)

E) VAT T T O NIRRT 2 AR AER O & (2025&1)%%»%) :
FEANHIREAGE I, Bk EuE A - AR L, BEOREICLY FIEE2RIRT S, Btk VAT TF
»& LT 70~90mg/m? (KFmi) #1H1EHEEL, b 7‘;< LY 3 RIS D,
Ihxkl1r—néL, BEZBVIRT, Fik: o275 F L LT 20mg/m? (EFEE 21 H 1H., 5
HEER RS L, e &b 2 BBKREST S, Thzx17—nb L, BE5EEVIET,
72k, B, FEOHERIIER, FERIC KV EEEET 5,
v/ LV e ORI SR A RR AL L O E (2025 4 1 ARER) ¢
WHE. RAIZIZE S LrE & LT 1 [a 20~25mg/m? % 1 @ B EIE CEIRPICREIRICES 5, B, £
i, JERIC K W EEEET S, 2L, 1 RS AR 26mg/m? &35,
R & %t /L oI N I 2 KR AR L O (2025 45 1 ARER) -
WE. KA1 A 1E, }\“Jz/}?ﬂ?’z/l/& LT 60mg/m? ((AFmAE) % 1 BRI EXT T 3~4 BRI T
AT T 5, ek, BEOREBICIVETHE T2 &, 20, 1 EHESHAEE TSmg/m? & T 5,
T YA e O NIRRT 5 AGEHE R OHE (2025 45 1 RS -
W RAICIZF Ay Z el LC 1 [E 1000mg/m?2 & 30 435 CaimriE L A 1 IEH%L?%: 3 JEE R L
4WEIIMARET D, NE1a3—RAE L TEEEZRVEKET, VAT 77”“/&@#%”6 Blx, FavH t Ve
& LT 118 1250mg/m2 % 30 32T CRIFEFMEL., 8 154 2 Wk L, 3EH :M?k%%‘: 1a—xt
THIEHTED, B, BEOREBICXVEERET S,
RA R FE ROKERBBREUIZE (2025 4F 1 H KR - BN R IE, SIBRAREZR AT - RO IR/
Jafitifs ., o7 B REHE 2 Bk < JR/ Nt 12 4 U B AR Bh ik

. EFRARESE I /MAEERKREER (IMpower 133 EXER) #2
H 1 AL TFEREEIE O 70 O ERAD N TE BE T 2, AR EINVRTTTF o+ b
N ROPFHFE (RFI+CE #) © 3 EERREE S OF WML 2% 77 2R
ENNKRT T Fr+x bRy ROOFIRE (77 8R+CERE) LT 5,
*13f A O FUE( L Veterans Administration Lung Study Group (VALG) staging system for SCLC
WCHAWTHIBT S N7z, Fio, BRRRD NI (25 2 IR #giE (CRT) # MifT
L. OB OfLSEEE, BURHREIE XX CRT 205 6 47 A LI E#RaE U 7= 1% (23 R B N il
LM SN BEBHAAN DN,
REBRTYA s oMb, ZHER 2B, iR
FEHiE  OKE, AR, R—=F K, vy 7 AL A ZVT FAY A=A T N
Y —, wgE, KE, 77 A FoaltiE BAre T A=A ST 0T XY Ty,
BE. 77U0, FU, Axva, fH
KGRI ACTFIRIERE O 2 AR SRR it AR 403 1 (A AN 42 fi)
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B 50715 « A+ CE BE (201 f51)) ; AR L L CAAI 1200mg/body, /LR ~7ZF > AUC 5
EEYA 70D 1 HEIZ, = AT K 100mg/m2 #4851 7 v 1,
2.3 H HIZ 3 MR T 494 7 v HeFpE & L TARAI 1200mg/body
% 3 A MM CRAME RS
77 R +CE & (202 f) ; EAREELE L TTTBAR, WAVRTTF 2 AUCS 24
HA 7> 1 HEIZ, = FAY R 100mg/m2 #45% A 7LD 1,
2. 3 HEIC3HMMWE T4 VA7, MFFRIELE LT 78R %
3 3 [ b C A B 1 -
AR E  EEAMERHIIE E 2 (0S) (MEERI 72 fftr i B ) | A A (PFS)
(BRRER) 22 fRHT L H )
RIRHIA MR B 28203, B, 6 7 A ROV 1 I AEA RIS 18K

W2 FFEAGEIRZE
PilEERh Rl E 1 RECIST v1.1 W= EiREHE S L
7.
etk (FEFRG, BARES) ., Epone, %
PR R
HhE ;
IMpower 133 SRERD £ £ 7FHAM (BMAETREH) -
FEFHHIER (REIRIGETFER) (PfEfEFT)
A+ CE B 75 AR+CE Bt
(4{& 201 1], BAA 20 f1) (4202 1], BAA 22 f)
ARy b (%) 104 (51.7%) 134 (66.3%)
OS Il (95%15FE X [H]) 12.3 7 A (10.8, 15.9) 10.3 # H (9.3,11.3)
JERIAY— R (95%(EHEX ) 0.701 (0.541, 0.909)
A P (&5 log-rank I /E) 0.0069
HEKYEMH 0.0193 F—HJ sy NFT7 201844 A 24 A
IMpower 133 SXER D £ £ 7FHAMEID Kaplan-Meier gifE (£EEHER)
1.0 B PfiEi (/& llog-rank#iE) 0.0069
0.9 "\::;'3 i f (95% 15 #X )
0.8 o Z#Z+# +CE 103%H (9.3, 11.3)
0.74 e, FFUYA~F + CE 123%H (108, 159)
o 6. »,::;___\:\W—F’J:t (95% {2 #HX M) 0.701 (0541, 0.909)
® .,
0.5 .
0 3] EEMEVF . “‘"--,1
0.2_ ------- 77t R+CE ﬁi"““"‘i__l:___::
0‘1_ —_————— #’zﬁ”-'_CE itz
0'0_ T ?TI-B@JU T T T T T T T
0 3 6 9 12 15 18 21 24H
FHF+CEE 201 182 159 121 74 33 5 1
75EH+CERE 202 186 160 114 59 21 3 2

ZaNE  AAI+CE BE 198 il (HARN 20 &2 5Ee) 1I28WT 188 4] (94.9%) (ZEIWEM 32
Hiviz, EARRIERA (20%LL E) 1%, & 77 %1 (38.9%) . & HHERBME 72 %1 (36.4%) .
JREE 69 B (34.8%). Hl» 63 ] (31.8%). &5 42 #i (21.2%). BAEGE 41 41
(20.7%) HEThH o7,
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IMpower 133 SRERDZ DI R E

AFI+CE B 75 R+CE B
VAT SIS ] P E 5] SO ] P E 5]
ki GAE] (n=198) (n=20) (n=196) (n=22)
N . wIE . BE . RIE . HE
KR BE£R*2 RIDZR | sy | PR st | DRV s | IR Sl
s 198 188 20 20 189 181 22 22
(100.0%) | (94.9%) | (100.0%) | (100.0%) | (96.4%) | (92.3%) | (100.0%) | (100.0%)
A 4 3 0 0 11 3 2 0
Eol-EL (2.0%) (1.5%) (5.6%) (1.5%) (9.1%)

e 74 45 5 4 68 37 8 6
RS (87.4%) | (22.7%) | (25.0%) | (20.0%) | (34.7%) | (18.9%) | (36.4%) | (27.3%)
AN WA W/NE 3

22 18 6 3
B oo bk o o 0 0 0 0 0 0
7 i (11.1%) (9.1%) (3.1%) (1.5%)

F—XJ v A7 20184 4 F 24 H
2R BEERNEE TERWERLIIHEHT I OTNHOEK L DR BERNGE TERWELEZIET,
(TVIl— 8 —<&E W >TH B BIRIEARIEE )] 21)
1) HIVER T T T ORI B AGRRE L OVHE (2025 4F 1 H ) -
W, ANV RTTF & LT, 1 H 1\ 300~400mg/m? (KEHEFE) 5L, P b 4B
MRS 25, 2hze 17— E L, BE5EHEVIET, B, BRI, Fi, KA, JERICE Y EEHEET
%,
T AR Y REFHR O /IR RE 6k 2 AGEER O R (2025 F 1 AR -
T MR FE LT, 1 H&E 60~100mg/m? ((FEMmME) % 5 HRHEGARHEEL, 3 EMKESTS, Zhz
17—nb L, BEEHEVIET, 2B, BSRITFEE, BRI X EEERT 5,

. ERR£RIFEIMHEERKER (IMbravelb0 iXEg) 2%

H 1)« 2HALEFIERE O 720 Child-Pugh 5338 A OUIBRAEE 72 FFRIHE A1 &2 81,
AR NNV 2T BIEFHELZ) (REI+ AN X~ T H) OPFHEGOHME
FOEeMtrE Y T 7 2 =T LT 5,

“URFERE (R 5 ) — AENERE, 7 VA TRERE, ~ A 7 o SR REE, FEIRZER iR
W/ RFBIIRAL S e, MO IES) OIS & 72 5 B IEBRA ST,
RRTVA 0 T MMb, IEER 2 BE, B
FhilE - PE, KE, AR, #E, 77 R, B8, FE w7 A= N 4207 v
VIHR—, KA EE, ARAL 2 A=A NTVT AFHF, Fxa

WREBE - RFLFIIERE O 72\ Child-Pugh 7338 A OYIBRARFE e I B 501 # (HA
A 61 i)

Be 50515« AR+ R X< 7 (336 1)) ; 3 WEAE 1A e LT, &Y A 210 Dayl

[ZAHA] 1200mg, 33 X~ 7 15mglkg % i
(e e
VI T7 =7 (165%1) ; YT 7 =7 400mg % 1 H 2 [Afkki AR O 5
FEAMIE A - EEEARHERHmIE H ; 2AFEH (0S) GRFERYZREATIEE ) |
fEH AR IR (PFS) *2 (BREERZRRMTIE E)
*2 RECIST v1.1 283 < MNzEmigRd (IRF) &
BIRAIASWEREEIE R ; PFS (HCCmRECISTIRF #)%&). PFS (RECISTv1.1 &
TREERHM) . RBIRZS 23, M %
FEZE%, EEEEIX, £ 2 RECIST v1.1 IRF
HIE, RECIST v1.1 EiREREH, HCCmRECIST IRF
ED 3 DO IS EFM Sz,
LM (FEFS, BAREMESE), KpBkg, %
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PR A
i
IMbrave150 XER DL £ 7EHAM (ITT £MH)

C FEFHBER (REEMIGAENIER) (hREAEH)

KE|+ RNy R~ TR
(£1k 336 f,

VI T =T RE

HAN 35 $1) (421K 165 B, HAN 26 fi)

A M (%)

96 (28.6%)

65 (39.4%)

OS FRfE (95%1EHH X [H)

RiE (HEEAHE)

13.2 A (10.4, HEEARRE

JEBI AN — R (95% 5 #E X [H)

0.58 (0.42, 0.79)

WA P (&5 log-rank I /E)

0.0006

FKHEMIAL 0.0033

F—HHhv A7 201948 H 29 H
IMbrave150 sXER DL TFHARID Kaplan-Meier g (ITT £H)

Pl (@R log: mnk’(“f LJ 0.0006
i (959
0.2 1 f—'/ 7 = i (10.4, #EEAHE)
7 /] A7 PREARE GEETHE)
A —| tL (95%{=HEIXR]) 0.58 (0.42,0.79)
0 2 4 6 8 10 12 14 16 17 H
/‘_’:f_"'{_.:v_ 7 165 143 127 105 86 45 24 7 |
7Y AT 336 320 302 275 222 118 64 20 3
Forl N A rd
IMbrave150 SRER D IIBEAFHARM (ITT £H) -
FEHMBEIER (BREAIMGHEITER) (ZE/HEH)
AHN|+_Ry X~ TR VST 2=
(421 336 5], AAA 35 {5) (48 165 5, AAAN 26 f71)

A M (%)

197 (58.6%)

109 (66.1%)

PFS 1 (95%(5#EIX[H)

6.8 7 H (5.7,8.3)

4.3 7 H (4.0,5.6)

JEBI AN — R (95% 5 #E X [H)

0.59 (0.47,0.76)

A P (&5 log-rank R /E)

<0.0001

BEKHERA] 0.002
*7-.

HANEE ORAIGFHEE 35 61, xIHEE 26 ) (2

FT—HHy AT 201948 A 29 H
B D ITT M O 247 HIH

DR RAE (95%(FHEXH) 1%, AFIOFRECTHRERE (HEEARE) . AIREET 149 0

B OGEEFREE) THY (N F— i (95%IFMEIXM)
(95% (X ) 1, AAIEIRE AR E (6.4 1 H, HEEARAE

T3 oD Hh S fiE

SHBEET 7.7 A (4.2, 12.7) Thotl= (NPF— Rt (95%(5 X [H)

1.86)).

BVE L KK+ Ry X< T EE 329 1] (H AN 35 5l &25de) 12
WO BTz, EREIER (10%LL 1) 1%, &mE 78 # (23.7%) .
W57 50 1] (15.2%) . AST HE/N 46 B (14.0%) . & 9 FEIE 43 1] (13.1%) .

FHHSER
(18.8%) .

WA 9 B 36 1 (10.9%) .
EThoT,

T8 33 Bl (10.0%)

: 1.71 (0.50, 5.84))., #HEHEHEA
: 0.85 (0.39,

BT 276 il (83.9%) IZEIE
EHIEK 62

T 34 5] (10.8%) . ALT #4410 34 1 (10.3%) . B4k
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IMbrave150 SREED T2 DIERPE

AHN -~y X< TRE V5T =T
VAT ESUIN [ PNAE ] SO ] PNAE 1]
ki GAE] (n=329) (n=35) (n=156) (n=23)
A A PN PN
FRBIR | B | S B | S e | U b | S
4z 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%)
ANy 15 6 2 2 9 1 0 0
AEEGg (4.6%) (1.8%) (5.7%) (5.7%) (5.8%) (0.6%)
EEALAESR 125 56 12 5 48 24 4 3
e (38.0%) | (17.0%) | (34.3%) | (14.3%) | (30.8%) | (15.4%) | (17.4%) | (13.0%)
VP AL D 3K
# o 5. vk 51 42 4 4 16 15 5 4
WCE-THE (16.5%) | (12.8%) | (11.4%) | (11.4%) | (10.3%) (9.6%) (21.7%) | (17.4%)
5
W) 0 38
Ko AR 163 115 17 14 95 84 16 14
DEE c:%E E ol (49.5%) | (35.0%) | (48.6%) | (40.0%) | (60.9%) | (53.8%) | (69.6%) | (60.9%)
A ER

F—2Hwy hAT 2019458 H 29 H
SREBARNEE TERWHER L IIFHT 20T NhOHA & ORI EBURAGTE TERWFEREIET,

(IVIl— 8 — <ZZ1EEW>H A RIRIEMFEHEEL | ZH)

ER £ RS MAAERRSRER (IMpassion130 5XE&) 2720
H ) 8588 « B ILIR IS KT 2 R E PEORTERRIE D 70\ W5 « PR SUTRATE THED v
VI RAREEVED D HER2 MO FREEH 2 X512, Afl+nab- 37 U % X L0FH
Wik (KAl +nab- 37 U X v EE) OFMEAE OVEe2M A2 7 T 2R +nab-237 Y
2w APEREE (75 AR +nab-327 U 22w R &IikT 5,
RBRTA v Tox MM, ZEHER 2 B, iR
EhaE - FEk, BA, ®E, o TR—, XA BB A=A NTUT A=A N T UL
F— RA=T <Y z2dEF AL A, Fxza, R,V AL ZA =T, 7
4T R, TR EEH, XV N A= AFZVT, TRET, AT
— R—=F U R N—==T B T EBAET ARR=T AT x—F, kL3
TITGAFT TNRBTFU TITUN, FU, aar T, aREXZ YA TTTVT,
Axva, N BFA KE
XREBE B - RIS D 2FYEORTAERIE O 72V - R IR ATE T ED R V£
RIS HER2 Fatt O $LE g 902 61 (H AN 65 f)
B J51E  AAl+tnab-327 U 2 xR (451 61) ; 4z 1A 71 LT, KA 271D
Dayl & OF Daylb (ZA%] 840mg, Day 1, 8, 15 (C
nab-/37 U # ¥ ¥/l 100mg/m? % S LR 5
77 %R +nab- X7 U XX R (451 41) ; 4l E 1A 7 vE LT, KA
/L@ Dayl k¥ Dayl5 (277 &4, Day 1, 8,
15 {Z nab-/X7 U Z ¥& /L 100mg/m? % s g
e A
FEAGTE E A MR B A AT IR (PFS) (BRAEROZ2 AT H ) | 222E 171 (0S)
(FREERY 72 fRAT I H ) |
ZhEHIE T RECIST v1.1 & W - BB B R ERTHIE & LTz,
BRI ZIERARE B 225058, B
PUEE 2 S B I IR LA E & LT,

M (FEFS, BRRAES), Epan, %
* FEEMHEA LT A M E T RTo »%%‘;ﬁél&f) PD-L1 BEMEEEEFIC I D MR A
ﬁ%ﬁf'ﬁﬁ&wéﬁiﬁﬁﬁﬁﬁﬁ e L7,
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PR A
BIE ;

[Mpassion130

HEROMIBEAZN (BRI R ER

- PD-L1 B EEER) -

FEMEE (BRAEMNGHETER) (EEH

AHl|+nab-/37 U X Fw L
(& 185 5], AAAN 12 7))

75 ¥R +nab- N7 U X FEARE
(&K 184 ], HAA 13 fi)

ARy b (%)

138 (74.6%)

157 (85.3%)

PFS tiRfE (95%(5HEIX[H)

7.46 1A (6.70,9.23)

4.96 7 A (3.81, 5.55)

BRI AN — R (95% (2 HE X ) 0.62 (0.49,

0.78)

A P (&5 log-rank IR /E)

<0.0001

JE@5 Cox Hefl ¥ — NET L

F—FHy A7 201844 H 17 H

IMpassion130 SKER D EiE E A FHIRI D Kaplan-Meier

75 edtmab- i) s Eerg 184
Aditnab- 370y el 185

gi#R (PD-L1 St BEEE)

1.0+ P/ (& Bllog-ranki5E) <0.0001
0.9+ th gl (95%(E HH X )
08- 75 F+nab-/32 ) ¥ FLviE 4967 A (381, 555)
- AHAl+nab-/327 1) ¥ F LWV 746 H (670, 9.23)
4o 0.7
6 N — R 1 (95% 2 HIX 1) 062(049, 0.78)
I U1
LT [ S R S T O SR RO
4
e 0.4
B 03
0 2 H-*f—- ur_H _____
' Tk Fnabs i ) ¥ ¥R G ‘-4-'""'**:
0.1 -ememe Akl +nab-/57 ) 5 %40 ey
004 D +

0

3 6 9 12 15 18 21

127 62 44 22 11 5 )
146 104 75 38 19 10 6

224V PD-L1 BtEEREEMN D 5 5, AFIE nab- 327V X Z v NS 185 ] (AA
AN 12 flzEETe) (28T 180 #il (97.3%) ICRIER RO b7z, EEIEH (20%
PLEB) 1%, BLBIE 109 1] (58.9%) . ¥K57 85 Bl (45.9%) . Hls 83 5] (44.9%). £l
49 ] (26.5%) . T#I 41 5l (22.2%) ., AFHERBUE 41 6] (22.2%) . KitE==2—nr
NRF—39 1] (21.1%) %&ETH -7,
IMpassion130 EHED L LM DIHEREME

K#K+nab-- 7V Z X v LR 7SR +nab-/37 U X ¥R
LA VERRAT AR [ PRE 451 AR =] PRE 451
i GAE] (n=185) (n=12) (n=181) (n=13)
- o B o iE e o B
K SR B *2 b | S [ M | L B | b |
45 185 180 12 12 177 166 13 13
(100.0%) | (97.3%) | (100.0%) | (100.0%) | (97.8%) | (91.7%) | (100.0%) | (100.0%)
Grade 3 2L I 96 77 7 7 73 49 7 6
DES (51.9%) | (41.6%) | (58.3%) | (58.3%) | (40.83%) | (27.1%) | (53.8%) | (46.2%)
FELIT 2 1 1
ol HHG (1.1%) (0.5%) 0 0 (0.6%) 0 0 0
e 42 21 2 2 31 14 3 2
ERRER | 9970 | (1.4%) | (167%) | 16.7%) | (171%) | (7.7%) | (23.1%) | (15.4%)
%&zgiﬁi 37 33 2 2 14 14 0 0
oo i (20.0%) | (17.8%) | (16.7%) | (16.7%) (7.7%) (7.7%)
WD
i‘igﬁfj 92 80 9 9 60 43 5 4
o (49.7%) | (43.2%) | (75.0%) | (75.0%) | (33.1%) | (23.8%) | (38.5%) | (30.8%)
Eo-HE
=Y
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10.

F—Hhy hAT 201844 H 17 A
LRREBENEE TERWERLIIFHT 20T L OREBBENEEC TERWEREET,

(IVIl— 8 — <ZZ1EHW>H A BIRIEM I | ZH)

5 D HERGEREER (ML39345 &(E&) 2030
H 1« BIBRANRE 7 Bl BLIR AT PR 2 b BRI, ARAND AN N2 AR 3 5,
U ORISR SRR S, WE FTRER A2 BT 5.
RERT A v IR R
EhaE : KE
KGR RN (18 kLA L) ROVINEASHER (2 kLl b 18 Wekiin) O UIBRAHE 72 fa BLpR#kET
WIIE B 50 1
B 551k 18 il _ECIE, A 1200mg (2 5k LAk 18 miAii Tl A4 15mg/kg (K 1200mg) )
% 3 MR T, &V A 7 /v® Day 1 IZikINEES-
FEHIEE - EEA WM E ; Z%0%%2 (ORR) (RECIST v1.1 IRF HE*3)
BRI A D MEREEE E ; 222h%*2 (ORR) (RECIST v1.1 EiREEMN) . Z=2hi
(DOR) ., #EHEALFHIF (PFS) %%
DOR. PFS /%, RECIST v1.1 IRF &K% O RECIST v1.1
FIREREAMG 2 25 & 5l S 7,
*298 [ LI ORI 8V T - 72k 2 BOFHE T, 52422 (CR) X34 %% (PR) & ¥
ENHEE S BE OB
*3 LFARFMATE T L= D5 FDA & O s B2 £ 2 HEMEE B 2 57 36 IRF)

HEICERE LT,
Zett (AEFR, BARAMES) %
EBRAE R
AR
ML39345 SE& D Z%hE (RECIST vi.1 IRF ¥I%E) (EshitMraRER) - TEFHHIEER.
R3hFE (RECIST vi.1 FaEFHE) (AWMETRER) : BIXRMEFFMIER

AH#E (n=49)
IRF |7F RECIST v1.1 EI5EFE RECIST v1.1
T H Rl R A
FE 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%)
S R RES 3 (6.1%) 2 (4.1%)

WeE (confirmed) DF, T—X By 47 1202149 H 1 H
ZeVE  ARFIRE 49 BlZEBW T, 47 1] (95.9%) ([ZEWERAMGRD Bz, EREIERIL. K97 18
B (36.7%) . U v 7NEREORD 10 B (20.4%) . 3892 10 B (20.4%) . A IMERE D 9 i
(18.4%) . M7 /NHVKRAT 7 X —EHEIMN 9l (18.4%). L 84 (16.3%). &AL
8l (16.3%) “ThH o7,
ML39345 SHER DL M DIERBE

L ARMERAT R SR AHIE (n=49)

(R L BEAR b7 METE 2R

e 49 (100.0%) 47 (95.9%)
Grade 3 L EDF 5 27 (55.1%) 6 (12.2%)
W IZE - - Fi4 0 0
HERES 20 (40.8%) 4 (8.2%)
BHAILCEST-ES 2 (4.1%) 0
ik - HEDOEE, T - 7c 5 17 (34.7%) 7 (14.3%)

F—Hh v hAT7 202149 H 1 H
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1

1.

(VI — 8 —<ZE{FH>HABENEHREIHEE ] ZH)

EIN % DHAERPREAER (ALBERT &48%) °V
H )+ BIERANBE 7R BRI PRI A %1 2 b RIS . ARAI DA IE S OV 2 Rl 5

R AR ST AR AR HERR S v, HIE BN AE 2 AT 5,

RERT YA IEE MR
FEEE : AA

KGR 16 LA EOYIBRARE 22 fa BRI R 21 45
Be 5515 18 sl BTk, AAl 1200mg (16 Ll k- 18 miAm Tl A% 15mg/kg (Fk 1200mg) )

% 3 MG T, &Y A 7 /v ® Day 1 I[ZEAIRN&S-
FEAMIE R - FEAZMEFHMEEE ; 2225% (ORR) *2 (RECIST v1.1IRF &) (FFFA) 72 fiftriE

H)

EERBIR R E TE RN ER L IAH L ORRBEBSEE TS RVEREZIET,

AR MERHIIE H ; Z850%*2 (ORR) (RECIST v1.1 EiRERFM) . e EALE

WK (PFS) %

PFS /%, RECIST v1.1 IRF & & ' RECIST v1.1 FiRE

R\ 355 % FEA S 7z

*228 H LA EORHIFE 2 &\ THT - 72 2 [BOFHIE T, 52254 (CR) ST =% (PR) &
TEDTEE ST BE DORIE
PERIFHMIEE : i%h= > ba—L% (RECIST v1.1 IRF /&)

et (BERELR,
PRBRE R
HE ;

AR AR

ALBERT FERDZE#h3 (RECIST v1.1 IRF ¥IE) (MM RER) -

FEMEE (BRAEMGAETRER) .
Z3E (RECIST vi.1 FREFHE) (B3t NRER)

. BIRBIEHEIE E

AFIFE (n=20)

IRF #iE RECIST v1.1

FIBEFHME RECIST v1.1

FERHGIE BIYR A REm 2 H
Nk 2 3
Z=h=R (95% 15 HE X M) 10.0% (1.2, 31.7) 15.0% (3.2, 37.9)
i b a— K 16 18
B = b m— LR (95%(FHEIX] o 0
B (EZHOEMTE R ) 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 E (confirmed) OFH, T—FH v hA7 202243 A 3 H
LA ARFIRE 20 B2V T, 16 il (80.0%) IZEITER RS Hiviz, ERRIWEM X, AST B

5l (25.0%). ALT #4800 4 5] (20.0%) .

U U REREI) 4 1] (20.0%) . AFHREREK

B 4 6 (20.0%) . M/ MRED 361 (15.0%) . FILERERD 3 6 (15.0%) . &1 3 1]
(15.0%) . FEE3 # (15.0%). HAYE 2 B (10.0%) ZETH-o7,

ALBERT SHERD R £ DFER M E

LR R AR F AHIRE (n=20)

KRB fR3 b7 HETERD

4 20 (100.0%) 16 (80.0%)
Grade 3 DL FooF4: 6 (30.0%) 4 (20.0%)
FHIZE-T-F% 0 0
HERFS 3 (15.0%) 2 (10.0%)
BERIRCE -7 HS 3 (15.0%) 3 (15.0%)
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2)

(5)

(6)
1)

2)

(7)

AR X G AAIHE (n=20)

[R5 B %3 7w HETE 720
A Y 4 (20.0%) 4 (20.0%)

F—4Jy hAT7 202243 H 3 H
BIRREBUENEE TERWEREIIARA L OREEBEPIEETERWVWEREFT,

(IVII— 8 — <& 15 W >H A BIRIEH S | Z)

RLAEHBR
LR L

BE - RAERIER
BN - AP

B BRI

ERAIERE (—REAKEHRE. BEERBERE. EARGLEERRE) . RERTERT—4
N—RFAE. HERTREBRABORNE

RN

ABFEHELTERFEODARRIEIERLZAE - RBOME

FRAKERE (2FRE) : 2EEBAEROUIBRTRELEST - BROIE/NARAE TORE
Ty MU 7 AREEHE 1200mg (oW T, FReARBRIRcHkS X, ZathiclT a7 —# 2
ETHHMT, PR ARIC LY, 2018 4E 4 H 5D 2020 4E 3 H OWIR CRIEFI A %ISR L L
715 F s TR A % S L 7=,

(7GR (FRBRE) ]

<AbFEEBLAEDUIBRT e E1T - BROIE/NEEMME >

ENTOBRBIEGI D TROLINTWD Z &b, BEERGER., —CRDIEFISRD T —Z N
HLHIND L TORMIL, RIEFZ IR RABAREZ I 2 Z L I2 kD, KAMEHEE O
WREMAIET S L L0, RAOLEMER OFIMEICEET 57 — % 2 FHICIE L, KA
O EFERIC N E R BEEFH LS &,

(PR E]

B At Uiz 770 Mgk lC W CARA 2 550 L, sREZERIIUERIE 2602 Bl 5 &, ZetE
AHEGBIES], BEMIF ML GAER], FER GIER 2 BR\ N2 2578 5l & A MEMAT R SUER & LT,
RIERFBIEFEIA X 29.24% (754 #) . BT 1181 hTH Y, E2FIEH (MedDRA
PT BIEIWERZBIEFIEI S 1%L E) 13, R 4.22% (109 1)) . RVEMEMIZE A 3.21% (83 f1)) .
RO IR REIR TE 2.28% (59 f3) . F892 1.97% (51 1)), TH#1 1.66% (43 ), FT AR 1.55%
(40 f5l) . BAHGR 1.81% (34 #), NFEEREFRE 1.08% (28 i) ThH -7,
HERRIERBBUEGIEIGIEL 14.04% (362 1) . FEMAHIL 476 thTH Y | 3 FILL EFRELL -
HERRIERIL, FEMEMZER 3.21% (83 f5) . ffiiEizk 0.93% (24 fi) ., ##h 0.89% (23 1) .
FFEERE S 0.65% (17 B) . EIIFEFERE R4 0.50% (13 Bi) . Afigs 0.46% (12 B) . FfifESE 0.38%
(10 f31) . BEREZE, THINA 0.34% (9 ), MMk, BBGBOR, KBk, HEE. AN
0.31% (8 f51l) . M/IMEEIA 0.27% (7 1) . ZIHLBE 0.23% (6 f51]) . MEEMEMZ, K ~Y ¥
LIMAENF 0.19% (5 1), MERE RNV o SHEFREE, EHMEITREE, 38925, RO ilER 2N
% 0.15% (4 B) . FEGPERaA, SerEthim MR MR . RIS, &0 U ¥ AmE, Bk
LoULOAKF, R MEE) = = — 3T — JFIRERER, A, BaeRE, mh o L7
FURART BN, AIMERERD, R T A VRAT 7 X —BHEMAE 0.11% (3 f)
ThoT=,

AFHAEIZBNT, ARIUGRFE CORKHER (OAK B ORIERRBLEIS 2R L-HE(C
BWTHLH - 2MmAIIEONR o T,

Z Dtk
U ERR L
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VI. E3hFEE(ICEH T HIEH

1. EEZPHICEESHDILEMRITILEHE
PLPD-1 UK : =R ~7 (BlaTH#iz), XA7 vl X~v7 GBI /#Z)
PLPD-L1 Uk : 7~ 7 (B f#iz), T2l 90~7 (B Z)
HE  BEOH (LB ONEXIINREFIL, OB LINTIRAIIEEZSRT L &,

2. ZEIBEER

(1) YEFHERL - fERHER %2
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

FETEAE T #HERE XIS 293 #ERE EICFEIR L= PD-LT I T %
AERUVFASHADRKENE (J0—H4 A MY —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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U EDFRERN S AHIT Foy ZAEITIT L L EREET. Foy ZAREI LTI E 28

L2RWZ LRI ST,

Foy SB/KRIZHT AARZER Y trastuzumab (FEHEXIER) DFESH (L&KM

(1)FcTRIA
37 Trastuzumab ECs0=60.9ng/mL
o | TFFFVURYT
2
1.5 1

’I -

OD450nm

0.5

0+, Pl
0.01 0.4 1 10 100 1,000

y=di=3 (ng/mL)
(3)FcTRIIA-H131
3 7 ~0- Trastuzumab ECsc=2.79 1 g/ml.
b5 | TFPFIUIT
€ 27
&
@ 1.5
D 1.
a)
O 17
0.5 -
0 LB

0.001 0.01 0.1 1 10 100
D=y (ug/mL)

(5)FcrRINA-F158

37 Trastuzumab ECse=3.31 1 g/mL
=29 b p
25 =77V URYT
£ 21
C
B 15-
Lo
Q
O 11
0.51
0 m

0.001 0.01 04 1 10 100
e (ug/mD)

(2) FcrRIIA-R131

2.57 Trastuzumab ECs0=4.03 1 g/mL
T7FVURTT
2 -
=
S 1.57
N
<
O 17
O
0.5 A /
0 W
0.001 0.01 0.1 1 10 100
p=ticy (ug/mL)
(4)FcrRIB
3.5 1 Trastuzumab ECs0=8.64 1 g/mL
3/7FVURYT
2.5
c 5
S 2-
.
A 151
O 1
0.5 A /
0 W

0.001 0.01 0.1 1 10 100
pYiy (ug/mL)
(6) FcYRIIIA-V158
2.59 Trastuzumab ECso=0.432 u g/mL

O7FVURAYT

OD450nm

0.5 A

I S S T -
0.001 0.01 0.1 1 10 100
E (ug/mD)

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=,

ECsofHi, 3 [HREBREHENE L, TOFEMEEFR LI,

RIRBEBEETIVIZE T HSREBHR (/n vivo) ¥
AT MRS RO 7 L — AT — 7S 2 AT A0, ~ W A& W in vivo EKFRRER T
X, PUEEMBUREAIC X DWW 20T 57201, REOFERTHLE N ~vTAFAT

Rz L7,

¥ A 75k PRO314483 @ in vivo FUBEEHEMEIL, 5 FHD ~ 7 AEEAEE 7 /L & Hv TR



L7z, BEEOBMICEE L i, 2N ENESHEDIFE L LRAD~ T A2 H LT,

DY YRS - BEIBENCIS BIEETILIZE T2 F A SHIADHESHE

~ U7 AKERS - B MC38 BAE T /L (C57BL/6 ~ 7 Z) I2HB W\ T, F A F7HA PRO314483
(10mg/kg, # 3 [AI1X1~3 HME) 1T, HFEHENIE C-iUEE R 2R U, NESHHLE R
(Tumor Growth Inhibition., TGI) %, 1 #M$EH2 76%. 2 B 5-5 98%. 3 HE[E#E 523

103% CTh -7z, 2WM LN 3 BHEE G- TIX, 2 heeR®Zgh (CR) 3 #l&H#525%h (PR) 3

{mxw&b S, &% (CR+PR) 1X60% ThH-o7=, TTP5X GRERBHAGEEDIEEIAFED 5 %
\CEET L ETOHEE) 1L, PRO314483 512k, v hu— Btk D 1.4~3.0 [HIEE

iz,

MC38 #4BE T/LIZH 15 PRO314483 DfEZ R

—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%) .,
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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,
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CT26 #4BE TI/LIZH T4 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 TILIZ$ 1T 5 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. EYEEEICBEd 4IEHE
1. MPEEDHT
(1) RELEDLGOPEE
VI—1 (2) KRR TR SN mHiRE] &M

(2) BBRABRCTHEREIN-MPEE
1)%@&5(E$A(&Hémﬁ)
HA A OHEFT BT 3 3 DI AR 10 X% 20mg/kg P % 90 4y (£154y) BLSTEEEL
T2 EDIMEFRTT YU AT REHBIIUITOERBY THolz, WMHEROEHE 7 VT F
iﬂﬁf@ﬁ%%b\%ﬁﬁﬁl imﬁ@i WA L7 Y,
E) AR I 2hEe T Zh R -

@J[&%Kﬁ%f;iﬁﬁ « AR OIE/NNEE,. PD-L1 Bt o IE/ NI mE 26 0 29
AR, R NIRRT, SIBRNEE 2R T AL
PD L1 ﬁﬁ@@ FIVE VRIS HER2 [t O FHABE T AR 38 2L
@Jﬁ%ﬁafmﬁ%ﬂ@kpw@
(FV . NEESUIEE) B R)
KR INTHEROHE <@%Kﬁ€f£i§ﬁ - O INEREEE, PD-L1 BEtEoI Ml Z 0 Dzl
B, SEEED NI, YIRAGE T
1200mg % 3 H#[E IR T 60 732 ) T A e
<PD-L1 Bt D v 2 K IKEEM: >0 HER2 [ FHFAHE T s L

840mg % 2 MG T 60 ZrHMT T Akt
<GIBRAHE 72 Ja BLPRHR R A >

A : 1200mg % 3 EIEE T 60 4307 Tl s
2L B/ 15mglkg ((RE) (B K 1200mg) % 3 B[ MR T 60 75T
T EE

(I'V—3. HiEkUOHE] Z]K)

HAKEHFOMEFEEH#E (FA=EN=3. FHELIZERE)
600

= o 10mg/kg
ic] A 20mg/kg
g 500
i _
& 400
™
> _
~ 300 —~
S TR
o200 —
P THA—
= . — 5
s 100 7 ———
= —— o

[ I I I [ I

0 1 3 7 14 21

K (H)
HRESFOEVIHENTA—F (BRRHEN=3, FHETIZERE)
&5‘% Cmax* AUCinf Vd, ss CL tie
(mg/kg) (pg/mL) (pg*day/mL) (L) (L/day) (day)
10 220+21.9 2,290+101 3.72+t1.14 0.236+0.0572 11.7+0.969
20 536+49.4 6,6301668 3.82+0.718 0.213=20.0609 13.0+1.32
*Crmax : #IEI#& 5K (Cyclel Dayl) O#5% 30 2y O
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2) RE®RE (AXRANIZETHRHEE)
HA N DOHEFTETEREEE 3 B3 DICAA] 10 X1k 20mg/kg ™ % 3 BEIMNE T 90 47 (£15 47,
VRGBT D AEMED MR S NT=5E. 2RI H LR 30 4y (£1043) (MM RTRE) B
HEL-EExomEFRFT 7Y ) AT REHBIILITOLEY THolz, ERREO LI
1.25~3.06 TH o727,
FE) IR ST A SR -
VIR R 72 1T - B OIE/NIIaE. PD-L1 BBito 3/ Nmlalig s 81 21
wARBh R, A NIRRT, SIBRNEE 72 AT AT
PD-L1 Bt RV 2 AR YED > HER2 Rtk o0 Tl A Re XL R L
GRS RE 72 L HR B P
(TV—1. FEEXIIEE) 2R)
RSN HE R OH & - <OIRREEZRMET - B OIE NHlafiE, PD-L1 Btk NllaliEl s30T DAl
B, SEEED NI, YIRAGE T >
1200mg % 3 ¥ IR T 60 402 F T At
<PD-L1 Bt D v 2 K IKEM >0 HER2 [t FAHFAHE T s LE>
840mg % 2 H G T 60 402 F T A
<BBRANBE 72 B B IR A P >
A 0 1200mg % 3 JERIFIR T 60 4357 TR EHE
2 L B/ 15mg/kg (REE) (K 1200mg) % 3 WIHEIRGE T 60 5357
TEREE
(TV—3. FiELOHE) 21
RERSHOMETEEHTE (FAEN=1~3, FHELZERE)

1000 —

. o 10mg/kg
:% T A 20mg/kg
S 800

#2

g2 600

Z $ \

Y \

2 \

: PSP S S
P~

H®

i

=

400
0 ..

T T T T T T T T T T T [

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

FE/ N TS AR 613 B (H AR NG 56 #1]) % x5 IZAA] 1200mg % 3 MM ME T 60 70 (=
15 75, WA EICRBT 2 AR MEN R SN T-5E6. 2 B HLEE 30 4y (210 47) (ZFEHE AT HE
AR L X0 ARANCBITA2MET T 7YV A7 EBEIILLTOLEBY THo7t=, (1
P4 7021 H) W

REEBESEHEOBARAANCZETI2METT7 TV AR TRE (EHEIZERFE BHIE))

YA FRAMIF 5L L35 9 B (ng/mL)
Cyclel Dayl #4530 1% 452+107 (N=56)
Cycle2 Dayl e ill] 98.2+32.4 (N=46)
Cycle3 Dayl 50 162+40.8 (N=40)
Cycle4 Dayl Be 50 188+55.6 (N=35)
Cycle8 Dayl E il 224+99.1 (N=18)

FpE B 451 ) (AARNETE 34 #) ZXFRICAA] 840 mg % 2 ARG T 60 4y (£15 4. #]
[ G BT 2 ARMENHERR SNT-5A. 2 BB LK 30 4 (£10 4y) (24 ATRE) [ ssE:
LI XORARNCBITAMBEFRF 7T X~vTEEIZILLTFTOLEBY THo-, Y AT 1:
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28 El) 34, 36)
REFREBFOBAANCE T MEFT7 TV VAT TEE (FHELZERE HIE))

A7 B i AT I35 R (ng/mL)
Cyclel Dayl1 #5830 ik 411+98.9 (N=34)
Cycle2 Dayl B[] 178+67.5 (N=32)
Cycle3 Dayl1 Eacaill 264+95.0 (N=32)
Cycle4 Dayl BeH-Ri 293+116 (N=29)
Cycle8 Dayl BRI 316+162 (N=17)

(3) &g
BB R L

(4) BE - HRAEOZE
1) BEORE
RN

2) (RO
AHIT IgG PR TH Y | IERISF LR RINTHET 270, MENERZ A L Tih 5iHk T
5T LB NTWD, FIEERIC K 2RO TREMIIMES . —EBIRTPICHRt S h D bo D, B4
LT HREDFI R ITIRNEZE X B D, FDT, KRIENEWENREFAIE BAEH 25 () % "Ee
PRHIENEEZEND 2 Linh . FWMH A EMRER TN L Th2n,

2. EMERER/NT A—A
(1) fBwAHE
A 1mglkg~20mg/kg ™ KON 1200mg % 3 H MM TG Sz 472 il (B AN K OGME
N) OMIERT 7V ) A~ 7 REZHWT, RHEMEYEIEE T VEHBEL, 2-a /3 — kA v
FETILT 1 REERDOET LIERE NI,
) KR INTHELOHE - <UBRRRERET - HROIFNIIafE. PD-L1 BRI NRaiEI 68T il
B, AL NI, DIRRAEE R
1200mg % 3 MG T 60 232 T TAEERHE
<PD-L1 BtED &NV E o Z BIKREM: > HER2 Fatt 0 T A HE I3 7538 Hs>
840mg % 2 WG T 60 232> 1F CAlifisii:
<BBRANBE 72 B B DR A P >
FEA 0 1200mg % 3 JERIFIR T 60 4357 TR EHE
2 LA Eo/NR - 15melkg ((RH) (B K 1200mg) % 3 @M T 60 43703 F
TR
(TV—3. HEEVUHE] &R)

(2) MU EE
L

(3) HEEETES
23 R (te) =27 H

(4) VYT S 2R
RHEMZE B REMEAT (B AN OFME A O i)
AKl 1200mg % 3 WHIMR TG L7zBED 2 V7 Z > A2 (CL) =0.200L/day

(5) NHEEY
FHERSE B REMENT (A RN K OFME A O RHR)
Al 1200mg % 3 FFRIR CTHEEG Lo R a o X— N X > RO AEEE 8.28L, EHIK
RBICEBIT DAL 6.91L ThH 5,
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(6) £
BN - AP

3. B&EMH (REaL—ay) &
(1) @BFAED
AFH| 1mglkg~20mg/kg ™ KON 1200mg »% 3 H MM TG Sz 472 il (B AN K OSME
N) Zxtge e U REEMIEM B EMAT OFE R, 2-2 > /N— M A FET AT 1 RIEKOET IV
DRI STz,
) AR INTZHELOHE | <UIBRAREZRHET - B3O INEIENE, PD-L1 B0 IE MlafiEic i1 21
Bk, ERSY INHRRitE, ISR AR ATy
1200mg % 3 M REIIE T 60 402 F T Al
<PD-L1 Bt D R NVE 2 KM Ao HER2 Fat: 0 FH A HE L H 38 Hs>
840mg % 2 MW EIHIRE T 60 232> ) T ALiEE
<GIBRAHE 72 Ja BRI P >
A 0 1200mg % 3 JERIFIR T 60 4357 TR EHE
25 ED/R - 15mglkg (RE) (Jk K 1200mg) % 3 @RHIMIE T 60 43720 F
TR
(IV—3. HIELRUCHE] 21)

(2) KFA—AEHER D
JVTTURET AT I TV R SRR, B, R, o S |2
L NSRRI, 77 2 2 MR RA TS kA o kSRR M S 1 B
L CEIR SN0, 2O/ NEL, HEBICLDHERBOXLE I /WEEZ BT,

4. TRIR
RN

5. 5
(1) Ini%—RXEAFS@dE
MR L

(2) m&—RRRREAF @B
VMI—5 (5) TOMOME~DOBITIE 2]

(3) A~ ITH
BN -y AP
<BE>
ASROFLI P HEIERBRI T EM L TR0, IgG it HIcBITd 5 Z ERmb TG %,

(4) BBE~DHITIE
AR L

(5) ZTOOMBB~DBITH
M ER e L
<HE>
=7 A FIDOEFIREDGAAER (Vass) OVHFEITIMFER SEEL TRBY %, EICHEBRM
WA L. MR~ OBATIZID 722 L AVURIB &S LTz,
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(6) MITFEEHER

6.

BB L

e

(1) RBEEALR UHERRE

MU ER e L
<BHE>
KINTIH =7 A FTBNT &7 1gGl 37 % A 7 LAk y@iies2 <L 9, ok b
b/ 7 a—F PR LR IgG 7L —2U—27 2/ LTWDH Z b, R oREIINRME:
IgG LRILTHDEEZBND,
— I 1gG FURIZIROMIEAFHFICIRIF & A Pt ST, RN TR X7 F T X
WCOfRENT-H, ZTO—ITRPICHEE S D2y, WKM7 2 JBE LTHAH S L& X
His W,

(2) RBIEAET IEBER CPF) DHFE, F5X

BB L

(3) PEBRBAMNROEERVEDES

B L

(4) REYOEEOFEERVEEL, FHELE

10.

PR L

- 31

MR L

<HE>

KINTH =7 A FTBNT k7% 1gGl 37 % A 7 LAk p@iiesa <L 9, ok b
b/ Z7a—F APk EFRL IgG 7 L—LU—2%2HF LTS Z EnD, JEOREIZNERNME
IgG LRI THD EEZ LD,

RS YR K— 5 —IZBT BB
AR L

. BNEICKDIBREER

LB L

HENERZEITLEE

NGRS

/YR % G e TR R RS A X P BRI ANA 15mglkg (Fkk 1200mg) % 3 MG T 60 40 (£
15 43, PIEHERGCHB T 2 AR MR S 5E. 2 FIHLURE 30 4> (£10 43) (ZFHE rlae) M
SRR L2 & 2 oiGHh T 7V ) A~ T REIILLTO LB Y ThoTz WMEAT—%), (1 %A
721 H) 42
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REHSHOMERT TV YA TRE GRAITHIE GRAZSREN HIHK)

- 3% L (ug/mL)

P47 BRI A5 2 WL E 12 B 12 L E 18 i
Cyclel Day1 #5830 ik 312 (28.7) (N=26) 337 (26.8) (N=34)
Cycle2 Dayl1 Eac il 59.3 (31.4) (N=25) 56.5 (50.4) (N=32)
Cycle3 Day1 B 5-m1 58.9 (234.4) (N=13) 85.0 (47.4) (N=19)
Cycle4 Dayl ez ] 99.2 (36.4) (N=11) 113 (41.1) (N=16)
Cycle4 Dayl BH 30 0k 382 (16.4) (N=11) 373 (78.9) (N=16)
Cycle8 Dayl1 Eacaill 166 (19.8) (N-4) 145 (21.9) (N=4)

1. Z0ith
RUERR L
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VIL.

1.

2.

Z&e (ERLDEESF) (CEY HEHE

ZEAREZTOER
1.
1

E_Zﬂ:

.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#®ﬁwakﬁé
52 &, [8.2, 9.1.2, 11.1.1 &H8]

<SRz

1.1 ARFNOFEAIZEE L TiE, BRAFFICH %G TE 2 EEXIZBW T, DALEEREIC 07

ﬂ%-ﬁ%%ﬁoE%@%kf\ﬁﬁ@@%ﬁ%@&#Méﬂéﬁmmow1®ﬁ&ﬁﬁé
VBENHDHZ EMNHERE LT,

FTo TREBARIZ NI B B XX E OFHEICHIME R et 2+ L, FEZHS T
ORETHVENSHD Z D, TOERHEH LT,

1.2 K%, BEWEEND S b, SLEICE S TIEFNHRE SN TEB Y, o8k,
W R ALE NV CTH DT ORE LT, KRR OARF G B0 5 B E (i
e, MR, HORRERIRR % 2 G te) OFBURPLUX, V-8 (1) —<FEH> 11.1.1) %
ST HZ L,

ZRNREZTDEAR
2. B2 (ROBHEICIFHRELEBENIL)
AHND K36 UIsBBUE OB IE D & 5 B
<ﬁ$§ﬁ>
l:ﬁfﬁﬁ [:%uu R R R E LTEE LT,
AFNOEHAZ 1= > Tk, AFNTE FN D 5 BEE DB O E L2 HERTH Z L,
Fio, KRDOFZONTIE [IV— 2. WHIOMK) 22T 52 &,

3. MRENITHRICEET HEE L ETDEH

4.

5.

[V —2. BRI RICBEET H1ER] 22T D52 L,

AERUVRAEICEAET 3 FELEZDER
(V—4. HIELAOCHEICBEETIHER] 22752 L,

BELERNIE L ZTOER

8. EELEARMIE

(GhEESLE)

8.1 AAIO T HIFIEMEALVERIZ LV 8B D RG tl?é&%i%hé%ﬁﬁﬁ%%f
ERHOLDLNDLZLNRDD, BEOREZHSICBILZL, RENRD LNHAEITIE, B
F@ﬁrﬁm ;é@@%@%ﬁ%%ﬁb %@@W%ﬁﬁ%ﬁo;&oﬁr®ﬁrﬁm

\Z X BRWERA NSO IZHAITIE., BIBRERLVE UV AlORESELZEETLZ L, £T-.
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AR GAE TRICHBREWERNH 6 OND Z &3 H 5D T, AARGHK T#H b BEOR
Bz toicBlsdsZ &,

8.2 MEMMRENHODOND ZENHDHDT, AFIOEGIZHT- - TE, FIHYER (FFKIA
HEL WK, FEENE) ORER K OMIES X SR A 0O s BEOWREE HoIcBlEZT 52 L,

F7-, MBI CCL aER CT, Mig~— 7 —%0lRtE 43452 &, [1.2, 9.1.2, 11.1.1
2]

8.3 JFHEREREE. AT, WLMEIER1 S bbb Z LR D DT, AREIOE5-BRLART & OB
BB EIC SRR Z TV, BEOREL HoIcBled 52 &, [11.1.2 /]

8.4 1ABEIRIFNHHONLZ ENHLHOT, Aig, . NEMHZEDREROFEEL MAEE O &
iz toEE+s 2L, [11.1.5 2]

8.5 HURIRHEREREE . RIBHEREREE L O T REEEREENH OO Z E0H DD T, KD
e 5-BRAART M O G- R s e B0 Ny sk re A (TSH., 78 T3, 78 T4, ACTH,
M2 F —VEORE) HEE2ITH> T e, o, REIDEU T, ERMREFEOIIE L
BdnHZ b, [11.1.6-11.1.8 /]

8.6 HJEMESNENDH LONDZENHDDOT, HHKT., IRie T, FEURINEE, T pEEs
OB A2 +312475 2 &, [11.1.11 ]

8.7 BHERENHOLDLNDZ DD LDT, EMHICEEERE LTV, BFEOWREL 5
WCBIZTHZ L, [11.1.13 2]

8.8 Mk, MIRHRAHENH LD Z ENHLDT, HAKTF, HAR, CK L&, m &
WRHP I A7 vy EAZEOBEZ /312472 2 &, [11.1.14 ]

8.9 LWIRNBHOLLNDZENHHDT, M, CK LA, LEXNEEEOBLEL 712475
L, [11.1.15 BR]

(EEEERABBEDOR T LREZ R VIBRAFRELEST - BROIE/MEREAHE)

8.10 AFNE W NKRTTF o, N7 UEZFRAFOSNANY R~ GBI Z) Z0HH&E4
LB, BEWE P ERBEN H B D Z R H 50T, HEFIIERMIC MR
EATO%, BEOREEZ+0ICBETHZ L, [11.1.18 & ]

<>

(Zhaed@)

8. 1~8. 9 ARHID T AMAEMEACERIC LV | WE DR RISIZERK T 2 & &2 DDA REES
JREENRH HONDZ ENRH Y | Y7 ERIZK M NE IS MY RIRENEE L 8D,
AFNDOBEIZHT-»> T, BEOIRIEZ HTBIZE L, REPIRD ONHEITE, mEOR
PSS L DRIWERIOFRBLABRE L, #U)7e8n2ha17 5 2 &, SEBEORITER 5
TeSaZlL, BIBEERNVE RORGELZZETDHZ L, Flo, RHEGHE TRICERZ2RH
ERARHLONDZERHDHDOT, ARG THGBEOREL HICBIZT5 2 &,
(TVil—8 (1) FERARENWEM & FIHER ] DOESM)

(EREERBEDRFELREZR C UIRTRELGELT - BROIE/NHERRME)

8. 10 IMpowerl50 FRERIZIBW T, AFI+HNVHRTTF o +_7 Y HZXE L+ X7 (Er
FHAHAZ ) BEDOL VTR G T, BBV P ERBAEDRFRO HILTND Z ENBREL
Too BHFUTEHANCMERE 21T 5 %, BEOREELZ+DIBIET D L,

6. WRENEREATLBBICHT IR
(1) &HHE - BEEZFDHLEE
9.1 BHHE - BEEZFDHLHESE
9.1.1 BEEREKRBEDAHXIFEMMNE LI IERMEOBECRAEEREOBREEDHLEE
SRR ORIEN I SUIEEST 2820 H 5,
9.1.2 MEMMEAEDHLBEXIZTOHREENDHHEE
FEMER RSB SOIET 282003 H 5, [1.2, 8.2, 11.1.1 2H]
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(2)

(3)

(4)

(5)

SR>

9.1.1 PD-L1/PD-1 #& 1T ARMMEAE R ARICER L TBY , ZORKEZET L Z LIk, A
CEIRRESE DS N EME A EFHLE O U A7 NIRRT DA REEN & 5, AFID in vivo 7
PEFRER Tl C57BL/6 Mt~ 7 2T 2 RMHAHRRIRAE (= 2—a/"F— 1 U U gk
A9 ZEREIRZE . 10mg/kg/ELL EOFRIRNEE G- THRE) KO =27 A4 Pl T 58)
ARZS /BRI PHZS  (15mg/kg/ i VL EOFARN T L FHRETRE) NBoonTnb, =
NHOREEND, BORERRKEZ AT HEFICAFZEE L PD-L1/PD-1 f&K A4 HET
5 e BOIGTEDOHE RS 5 WITHEENFE SN D AIREME N RE Sz, DT80, BiK
AR T A CRERR B OBEIRE A BT 2 BF TR GG L VR ST,
AFIOFERIZEE L CiE, B CARERBOBUREL OMEREZ#ERT 5 &, o, AFID
BHIZHT-->TiL, BEORELZ+HSICHBEZE L, B OCREERBORE I EICEET
HIZ b,

9.1.2 AAIDEFRABRIC I TREFEMEMlRA . AN S VEMTil IS S OBETEIE 2 49 5 B 138
HXRZ L VRSN STV,
VMR R D & 2 BFE T2 OBEERE D & 2 BF TIiE. VEMEN 2 A58 BT
ToOBENDRH D, AFAOMEANCER L T, FEMEMRE OSBRI & OREERE 2 el 4
DL, Flol KAOEEIZH o> T, FEMIMRBOMIMAER (WU, %k, 38
BE) Bl L. BENRO DG E I X S 2 T 5 2 L,

BHEEEE RS
BRIE STV

FreefE=E 82 E
BRIE STV

HIEREEH T HE

9.4 £IEREEXHT 5F
IEHRT D AREVED & B LePhIlcid, AFNF G- F M O #4854 5 1 HIZ B W GEREE T 5 44
S R ONE Y 2 BT R I D W T+ 5 2 &, [9.5 ]

<PERD

Vil—6 (5) Wtk OHEZM

yE4m

9.5 14w
PEI SRR L T D AT REPE D & 5 VEICIT, iR LA RN falitt: 2z LRl % &l S
NOBEIZDOBRFTET D Z & AAlZ AW T AREI A BB i S Ty, A4
RGO L RIS 2 RETARNYE S, FERSUIFEERP NG 5 wTRENED
bn, Fiz, b b IgG FMEZEIET 52 LML TE Y . AFIIRMAD DB IRA~BT
THARENEDRH D, [9.4 2]

SRR

PD-L1/PD-1 #EDIHFIZ L | MBSEZ Tick MEERAEITEEZ KITL, BIRETIZEDL R
RO IR VHEMERUR Y A 7 IR T 5 aReMEN & 5 Z L 330k 9 [ TlE ShTnd e
MOBRBRE LTz, ZHHOMEITEY | AANTEIRICER B2 LT RREMR SN LB bND
728, B TEERREER IR SUTEIR L TW D ATREVED & 5 M3 G R LV RS ST
D AFNOEHRF OB GBI 5 Z PRI L TR,

AN 2 il AR L TN D WIREME D 8 5 LMEIZIZR G35 Z L 2R L2 v, Rz Gd
53 258 3R EOARENEREE EE S LSS A IloRik5 T2 L, F
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To WERS 2 ATRENE D & % 2T, ARG X D IRIRA~DEIZSOWTHaRi L, AA
Hoi R OVt 4 5% 5 0 H IS 3 Tl 5 B3 M KX OB B 208 I C DWW TR T2 2 &,
eds, M OTHRIIE 2B L TRk G% ORI 2 5 7 HIZBREL TV D,

(6) &ELWw

9.6 ZFLIF
R EOARMEL ORAREBEOAEMEELBE L., BAOME XTI ILZ/RETTosZ L, K
Hloe NHHF~OBITIEICOWTIERHTH 228, & b IgG it FEAHICHEH &SNS
ZENHBRTND,

<>

AHIDOE FHIT P A~OBITIZME SN TRV, b b IgG 1Tt ~BITT 2 2 Lnmbh
TR, AFILIHTICBIT T2 Z e s, HLIROREICHELS RIFTAlREERnH 5 =
EMBERE LT,

AHN eI s R 5T 2 5A3, IBRE EOFRER ORI RBORREEZEE L, FILofk
XX L Z2RETT 5 2 &

(7) MR
9.7 /NR
(UIRRT BT - BROIE/NERaRE. PD-L1 B IE/NBRAHREIZH 1T 5 TR HEE
. EREUNAE. YIBRATEELAITMARRE. PD-L1 BHEDOKRILE D ZEKESE A D HER2
EHEDOFMAER ITERILE)
INREEZ G b U T2 BRIRERBR XS5 L TRy,
CUIBRASRE 72 B B PR GHS PA) fil)
RHAMRER, AR, IR T 2 AR O IR 2 x5 & U7z BRRBR 135206 L TV,
[16.6.1 & ]
<R
HIFRAREZREST - FFE OIE/ NNt . PD-L1 Bt oo JE/ NI (2 38 0 D i i Bheis,
JRAL NS . BIBRARE 72 FFHEAEE . PD-L1 Bt D RV 2 JIRENE) > HER2 [&1ED T
RN GE R
AFNDOERARBRC IV TR AR, Brald, A, shiE SO/ NIk 2 R A 72 < |
LEPEDENL L TV I E M BERE LT,
<EIBRABE 720 fa BLPRAGES A >
2 AT & %G & U 7e | UIBRASRE 72 B BURAUGE I %3 2 BRIRBRIBRITSEE L TV 22 &
RIE LT,
VI—10. FFEDE ma AT 5858 OEZHR

(8) E#E
9.8 SHhE
BEOREZBE LN OERICEGT A2 L, —RICAEBBENMET LTS Z 3%
VN,
<R
OAK RER DAFI GRHEIC BT, 65 mkbh & 65 At DIEF| THEFROFHRIL T L0
D IE STz, —RICEEE T, ABERENMET L TWA Z ERZNT 0 n, mliE ~D&E
WZHTe> TO—FMRERE LTHRE LT,
AFNOFERIZEE L T, BEOREEZBIZE LN oEREICEET 2 &,
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0AK SHERD FEAIEEETROME

AHIRE (n=609)
65 AT (n=334) 65 MLl E (n=275)
PR LI OORFEFREAT HBH 317 (94.9%) 256 (93.1%)
DRI
AR ORI 2,695 2,530
/1> b=y ] =24
;g%%gégmurﬁiﬁﬁ@ﬁ:é%%ﬁ 198 (59.3%) 192 (69.8%)
Grade 3-4 DFHEFELR 118 (35.3%) 109 (39.6%)
Grade 3-4 O BHEA FHHL 47 (14.1%) 43 (15.6%)
Grade 5 DA HEHL 6 (1.8%) 4 (1.5%)
Grade 5 OIERBHEA EFSR 0 0
HERAERS 109 (32.6%) 85 (30.9%)
BERICE - EES 26 (7.8%) 20 (7.3%)
7. tBE{ER
(1) BtRZEZ L ZTDER
BRE I TR

(2) BtAEE L FDER
BREIN TN

8. El{ERA
1. BlER
ROBWERRH HDLND T ENHDHOT, BEEL 7TV, BEDEO LG E 1T
A k4 57 )BT ) b,
<>
RIVERBEE L, DLTRBROBARICHE S, AFIR GRS N -RIER 245 LT,
- UIBRAREZe AT - BRI/ INBRE
OAK #tB, IMpower110 3B, IMpowerl50 iR, IMpower132 3B, IMpowerl30 ik (L4
b BT GAE)
- PD-L1 BP0/ NIt 12 36 1 DI A BIETE - IMpower010 3R (2 MEMREHT X S 4E M)
- e R NAR A - IMpowerl33 FRER (ZZ R PEMENT RS AE])
- YIBRARBEZR ATAMIEREE © IMbravel50 #kBR (22 MR 6 4 )
- PD-L1 Bt D R VE 52 557 >> HER2 Fat: O A AR RE T R IS -
IMpassion130 % (PD-L1 BESER)
- GIBRANRE 2 o BLIRER A U IE - ML39345 6%, ALBERT kBt

B, KRBT ALEMORIMET TV — 5. ERREGRE . 35T IVII— 8 <&EiHH >1H
BRIEIWERRBSEE ) 228352 &,

(1) EXLEIER & MEAREIK
1.1 EXLEER
11.1.1 FEM%MmESR (2.9%)
(1.2, 8.2, 9.1.2 &[]
11.1.2 FF&efEE. AT, BIEMBEE R
AST #9n (5.9%) . ALT #4511 (5.9%). Al-P #40 (2.0%). v -GTP #n (0.8%). v UL
BN (1.4%) Z5%£F 0 FFigREREE . TR (0.8%) . BE{LIMEIRE KR BEEARH) 23550
N6 ENHD, [8.3 5]
11.1.3 KBX (1.1%). EEOTH (1.3%)
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Fife 92 TR, IR, MEZSOMERNH S b= GAIIIAR O 5 %2 Fik4 5 % 0 Yy)
IRAEZRIT O T b,

11.1.4 fEZ% (0.1%)

11.1.5 1 2¥RBE (0.1%)
1 AR (BE 1 BRI &2 & de) b bbb, FERFEMES 873 F—V RCEDLBER
Wb D, 1 BB RIFMNEE DN -G EIIIAR I OFRG2RIE L, A AU VA &G54 5%
DOEYIRE 21T S Z &, [8.4 ]

11.1.6 BIRIRHEEERES
FOR IS REAR NIE (8.0%) . FUIRIREEEETCHESE (3.5%) . HIRARAE (0.6%) 250 HURARHERE
EENRD DD ZENH D, [8.5 5]

11.1.7 BIEHEEES
BB REREAR A (0.5%) . SVERIE R EE N2 (0.1%A00) FORIBHEFRENH bbb d
ZENHD, [85M]

11.1.8 TEABEEEE
THEAK (0.2%). FEAEEELTE (0.1%) S0 FEAEERERH DD ERH
%, [8.5 5]

11.1.9 fz (0.2%). BEER%X (0.2%). BHHEXR (BHEAHD)

11.1.10 ##FfEE
KM= 2 —m/3F— (8.2%) . ZIH==2—nra/3F— (0.3%) ., ¥ 7 >« N L—EERE (0.1%)
HEOMRKREEND LD ERNH 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
#t (Stevens-Johnson JEMERE) (BEEARBA) ., ZALEE (0.2%) FOEEDKEREEND O
bhsZEnbb,

11.1.13 BHaefEE
AMEEEE (0.4%). BAE (0.4%), FRAMEMEEE R (0.2%), BX (0.2%) FOEHE
REEERL DN Enb D, [8.75M]

11.1.14 gz (0.2%). ERAFHBAERE (0.1%)

[8.8 ]
11.1.15 DK (0.1%)
(8.9 & ]

11.1.16 MIXEBAEEREF (0.1%AKli)

11.1.17 &S/ GE (B AE)

11.1.18 Infusion reaction (2.5%)
77 4 7% —%%G T Infusion reaction NH LMD ENHDH, HEED Infusion
reaction 2H 5 ONTLGEITIIAF O G ZELIZHIE L, BWERAEEZITY & & BT,
JERNBEET 5 £ CTREORELZ FICBlET 52 L,

11.1.19 FEBMEIFPEGHAE (2.8%™)
AHNEDNVRTZTF o, N7V AXRILRORAN AT GBafrfaiz) Lofifick
WTC, RBEWEIFHERBENH bbb Z ERH 5, [8.10 2]

TE) FREAEE L, IMpowerl50 iRERNHER LT,

<>
11.1.1 OAK &k, IMpower010 ik, IMpower110 #kfk, IMpower130 ik, IMpowerl32
AR, IMpower133 7k, IMpower150 5%, IMbravel50 5%, IMpassion130 75k,
ML39345 7k & OV ALBERT ik O AHI e G HEZ IV T HEMMREN S ST
WAHZ EMBRRE LT, IMpower010 &R, IMpowerl30 R & O IMpower132 R
TIFHCICE S TIEF b HE SN TWD, KEIOEGITH T > TiE, FIHPER (kA
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11.1.2

11.1.3

11.1.4

11.1.5

B WK, FEVE) MR L. ME X A A I 5%, A OREE 0128l
THIE, Filo, BEISUT, M CT, MiF~—0— (KL-6 %) FOMA % FEhi
T5Z &, REBROONTGEIIAAOREG 2L L, BIFEEE R VE Al
G54 55O 2EZAT ) Z L, £z, BEIDIE U TRRERE M E K& OV GYIE 5
RLEHET D 2 L, BT LT, RN, ik, BEAEOIEFTRS D S b
BITIE, EONCEREBEZZZ T 0L, R8T DL,

FFRSRERE & ) O 25 1%, OAK 7Bk . IMpower010 #5# . IMpower110 #5#% , IMpower130
A5, IMpower132 A%, IMpowerl33 B, IMpower150 &5, IMbravel50 7R
IMpassion130 #tfk, ML39345 ik & O ALBERT #tk O A& G 2BV T, AST
BN, ALT #8n, Al-P #0, v -GTP #0, & UL e N2 5 IFRERE . I
RPPEINTNDZ ENLERE LTz, MBS R I, ERNOTREZIZE VT, KA
EDORREBENPEE CERWEFNERBMINTZZ ENBRE LT,
AHFN O PG BRMAFT R O 5- - I X E M AT ee M 2 320 L. BBE oREZE 4
BT A b, Fo, BEICR U TMESREME L EET L 2 &,
FAREAR « BRATPTIL
(HHRERR T JHFZe*1)
FEWR - AR, BN BECRIR, L, R, BERR. B, BB, O &
MR A EEREMARBRIS =27 SRIPERTRE S (T A0 FE A Ry AT RE | jR
9 o WS FRE E IRATEMMEIFRE ., QMR EEROMOFRE) 2019 4
9 A
(REAL MRS 25 *2.8)
FER  BRIA, RFEE ORI, FEA R, RFTARE %
WEFR: y FVEIN T VAT F L —E (y-GTP) RT7NAAY 74 A7 74 —1F (Al-P)
R EOMERBEREMONEEZ 2 L, WEEOREZRO DA, BT = v 7 RA 2 Ml
FEIIC L DB EROFEEFRLEBET DLENRDH D,
F7-2ZWri21E MRCP - ERCP 7¢ & TR R ACIHE R A RN 2 & & bic, IgG4 BIMBE &L
O PERRHPERRAE 25 72 E ORI METH Y | IgGa P b v R U 7HIE (M2) OREIENRAH
L ENTWD, irAE 12 X LA 28 Tk, RIS CTIRE RO CD8 i T MlaiRIME AR &
N5,
2L AT ER MR B EORIT RS E HHR MO - IRERBIC BT 2 FEME R
FEPERE LR 2 (PSC) (RS HTA - 2019453 H 1 H)
(http://www.hepatobiliary.jp/modules/medical/index.php?content_id=3. 2025 4F 1 H &)
*SELFIEHR YT o Z — RIS 45 ) (httpsi//www.nanbyou.or.jp/. 2025 4= 1 AM'E)

OAK A%, IMpower010 %, IMpowerl10 A%k, IMpowerl130 iX5%. IMpowerl32
%, IMpowerl133 ., IMpowerl150 7k, IMbravel50 ik, IMpassion130 5k
e OY ML39345 SER D AAFN R GHEC BN T, KBk, BEO TRIAHE SN TND Z L
MORRIE L7, Fifed 5 TR, 8. MAEEOERNH b o - 5E1iE, KFIo&
H AWt 4 250 R0EE21TH5 2 L, £70, LEID U TEbaEEM E &g
5k,

*IALBERT RBR Cld, AHEFRL LTRGE, EEO FHITRD bied o7z,

OAK ., IMpower010 ik, IMpower130 ik, IMpower132 ik, IMpowerl33
AR, IMpower150 7k, IMbravel50 7Bk, IMpassion130 ik & N ML39345 55k
DAFFEEREZBW T, FERDPHREINTWD Z N HRE L 1, L3N U THEE
arELfHE b eSS Z b
*1 IMpower110 R & O ALBERT RERCI, AEFR L L TUHERIIRD Lol

EEVAN I Nl

ISR, AL, MR, R A

2 B EERWEAEARRE =2 T AlkiES CERIMERES) 2021 4E 4 A

OAK #B#. IMpower010 3%k, IMpowerl110 ik, IMpowerl130 7, IMpowerl32
R M O IMpassion130 #ER OAF|E GEICIHB VT, 1 BPERFELHE I TWDH
EMORE LT, AROFTGIZLY 1 BEERE (BUE 1 MEREZ5T) Rbbb
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11.1.6

11.1.7

11.1.8

M, BERFES BTV R=V RAZELBENNH DD T, AR OREITHT->TE, B
18, UL NEMZE O FEIR O R ESC MM O BRI HEE TS 2 &, 1 BRI D
NSRRI OB EZ R IE L, A RV K2R E 55O 720 E 21T 5
Z b, Fo. MBS UTHEIRIF M ESH R B M E LT 2 2 &, BIE 1
BUBERIA DA 1T A OB CRMIZEALT 256030, HERTI M T R—T A
WZha Y | By & 22 5 TREMED & D D T IEIRCRAEEIC 0T ER L, 2R /27251
R THZ b,

*1 TMpower133 Rk, IMpowerl50 ik, IMbravel50 ik, ML39345 i} (N ALBERT #k C

. AEFSE LT 1IAERFIZRD ol

OAK #B#. IMpower010 3%, IMpowerl110 ik, IMpowerl130 7, IMpowerl32
R, IMpower133 iR, IMpower150 7%, IMbravel50 &, IMpassion130 5
ML39345 # &% U8 ALBERT ikBR DO AFIFRGHEZ I T, HRRERBEREIR TAE, HUIRR
FERETCHESE . FURIRR ZE O FUIRIREREREE N R E SN TND T EMLERE LTz, AH
O E-BAMERT R O G- ]I TR, EWIRICN s wsikneied (TSH, l##E T3, W#HE T4
HFOWE) FEEERTHZ L, Flo MBS U T HBRESOEBLEETHZ &,
FORMRBERE SR 13, T HAMERE R PRI R R T & ODFREDRTREMEN & D728,
BERGIZITEET 5 2 &, IS U T MG R R L5 2 &),
TSR - BRAFT L2
GEESR)
FORIRBEREA TAE - 1T AR, BAMIRT, R, RIR. EHN %
HURIR AP RRIE © FORIRRIC K » TR E R Z & d —@rEO FRIRHFIE S THRETH Y . Grade 2
PLETIE, OVFEAMERRBIERICINZ T, B, 50T, BB THIL I=REk. ARE
DT AR EONERE 2T D, —F, Gradel (BJERF) Tid, MER CTHhE
EORE T2 ET D, £ Grade (2T, dHAM:FIRIRR OBRIZ A 55 SEED
e/
(BT AT
FORHRESAEI TE - M 7% TSH sifi, s T3 ARs, i T4 K48
FRR IR FAE « iy TSH RAE, W28 T3 i, 078k T4 &fE, TRAb (TSH L& 72 —Hifk) H#
(1)

T RCRIREE AR TUE, RO P ERIE & b1, FRIBEEMREICB N T, OFEAMERRIRIER,
PR OAR T, SEEARAE BRI 0 HEL R TH 5, FIRR Y o FIZB W TEESEOK T
RO D,

FUNZRARE N B AR IR 20w [ ASRIERIET A R 7 A4 V8 3hR) 2023 & HIIK
*2 Rt RN A AR WA oI F = v 7 A FIEIRIC X 2N WEEDOBIET A K5
4 ¥, BARNDWFESHERS ; 94 Suppl. November, 2018

OAK ik, IMpower010 i&%, IMpowerl10 &%, IMpowerl30 ik, IMpowerl32
%, IMpowerl50 B, IMbravel50 7k, IMpassion130 ik, ML39345 5k &
Y ALBERT iBR O AF GREIZIBW T, RIBEREEAR 4, TERIE B EMERE AN 2% O
EREREEELSHE SN TWD Z ENDRE L™, KAIORH 5B bERT & O 5-H1 k)
V. EMIIC NS WEERER A (ACTH., I 2 L F Y — )V DHE) %2 Efid 5 2 &,
Fo, HEIOS U TEBMRESEDOEm G BT 2 2 &, LIS U THNZUWMREHTEEE
fE L d#ET 52 &,
*1 IMpowerl33 RBR Tld, AEFR L L CRIREERE RO NN o T,

FRRERF2

G, BRERIR, WXU). RERED . EsER GO, I\, TR R . KT R A

MAE, RIS, AFERER 5. RiE 2%

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

OAK #B#. IMpower010 3%k, IMpowerl110 ik, IMpowerl130 7, IMpowerl32
%, IMpowerl133 7%, IMpowerl50 5k & O IMbravel50 7Bk O AH & G-HEZ K
W, TEMARK, TR TES O FRAEKRERENRE SN TNDZ b
i L7e*l, AR OFG-BAGRT M O G- BRI i, EWIeICNrisikae i a (TSH., i
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11.1.9

11.1.10

11.1. 11

11.1.12

T3, #EHE T4, ACTH, M= /vF Y — VEOHE) HFx2E T 5 &, £z, HEIC
Ji U CHBREFEDOEMH BET 5 2 &, LEITG U THDRETRI MR &3
HZ L,
*1 IMpassion130 5k, ML39345 #&5k } () ALBERT R Tld, AEEFL L LT FEAEAEREE L
WO LRI,
EVAN T /N
ACTH 53U T D 72 8 D e M RIS SRS BEIR TIEIC £ 21 AR - ABCRIESS, AFisERIE %, &
A R R S
SEIR . (REPRETE. FLUFOWs. JEUTRE. AR, BUR. 2R Dy 5
*2NGRAEFE N A ARG R IES Fatm [ ASIERIET A R 74 8 3R 2023 &R HAR
*3EA BRSO B A B A IR MR BT IR JE 2 RN T IR B RE RS I BE 9 A A AT ST EE
(EFTEE « K=& ) BN T RASIERFIEODE S IRREO T & [TH OB EER T
TR ERAL DOBW L IGEDOTF] X ] (2009 ERESET)

OAK #B#. IMpower010 7%k, IMpower130 itlik, IMpowerl132 7, IMpowerl50
%, IMpassion130 7Bk & N ML39345 7l O AF K GREIZ IV T, e, BlEFER D
WESNTND I ENLRIE LY, o, FHRIZOWTIENAORIERERICE
WT, AHE DRFBEBBEECTCERVEFINERBRL TNWDLZ EnbRELL (BAE
TG IR E I AR WA (B 64 1 A 10 BA) 2RSS HWED) . HEIC
Jis U THENEL P & T 5 2 &
*1 IMpower110 #BR. IMpowerl133 iA%. IMbravel50 B & (N ALBERT RBR Cid., AEFFESHRL L
THM%, BEIERITERD LR d -T2,
AR
FEEN BUR. B, R, ERRRETE 5
2 EAGEY EERWERERNRIG =27 WEMERRA 2011 423 A

OAK #B#. IMpower010 3%, IMpowerl110 ik, IMpowerl30 7, IMpowerl32
R, IMpower133 7k, IMpower150 #%5%, IMbrave150 5%, IMpassion130 7k,
ML39345 #ik & 8 ALBERT iBROAFIF G N T, RiE=2—nF— %
Homa—maRF— FT U AU—JERIBEEOMREENRESINTND Z LB
E LTz, BT U THRRNBIREE L dfE+ 5 2 &
EVAS /NI

KM= 2 —mRF— RS, EBEE, EEROE, BEMREE Er

X7 NUEBERE - VIR, EEIREE, BEARE, BARehRRmEE g2

MRS EERERKBRIE =27 /0 RgMEESE 200945 A

*2E A EERERERBRN N~ =2 Ty T2 N U—EGERE (BWERIEMENLBENE S 3

PR = = —m RF— BUESOEMEMBEE 2 AR MR A) 2009 4F 5 H

OAK #B. IMpower010 i&%%, IMpowerll10 &%, IMpowerl30 kB, IMpowerl32
R, IMpower133 7k, IMpower150 #%5%, IMbrave150 5%, IMpassion130 &,
ML39345 7l & OV ALBERT #llik O AAIF G-I T BAEF B IE TR O b7
Mo T2y ARFIOPIEIEGRIZ BT DFERFICH W Z DM OERRRERIZ BV T, FEL
BB 1LBERD LN TNDLZ ENLRELT (WINbAEEFEL 1 L L), HEMES
JEIZL D7 ) —BODIZ2EICMNERAENETT 22 ER3H5DT, FEIIREDE
BICH R ERET D &, AFOEREICHT->TiE, HiMET, IR T, PR IR EE,
THREEEOBIEL,ITITH 2 8, £, LEIZS U THRNEIEME LT 25 2
ko

*1REBRAEE S NTERE E T,

OAK #B#. IMpower010 3%, IMpowerl110 ik, IMpowerl130 7, IMpowerl32
B, IMpower133 7, IMpower150 ik, IMbravel50 ##k, IMpassion130 #Hk
KON ML39345 5RBR DOAFI GRS T, hEth & S ERARiE (Toxic Epidermal
Necrolysis : TEN) ., FZFREARIEMGERE (Stevens-Johnson SEWERE) . ZIALELS D EJE
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11.1.13

11.1.14

11.1.15

DEERENHRE SN TND ZENDLRE L™, LS U CREREME &
T5HZ &,
*ITALBERT sRBA Cld, AEFL L L CEEOMEREIRD NN T,
E=RAS /N
PR BESERME - mEN, AR AR, OE - e IR, SAEBEE el T D
A, BB A, REHIBEE DR OHEICPEREE 2
FEREREREARSE R - F2, RN, OB, SMEE S o G RER I T 36 1T 5 TAE DO REIES | ALEE,
K, OB AFEDRKDHEICIEREE S
ZIGHLEL - DUBA IO BIEE (1. B, M. B IS FREIC A U 2 BRI I MR 4
RIS & — ThigtE R ] (http//www.nanbyou.or.jp/. 202541 f 5 H %)
WEIRERE X — (AT =T R - VgV UEWBERE] (http//www.nanbyou.or.jp/. 2025 4F
1 A%
FEKZE F THT2b LWEJEE: ) 8 3/ 2018 i )E

OAK #B#. IMpower010 3%, IMpowerl110 %, IMpowerl130 7, IMpowerl32
ABR. IMpower133 iR, IMpower150 iR, IMbravel50 % & U IMpassion130 7t
BROAFNBGRECIB W T, SR ES, BAe, JRMEREMEBX, BREOBHEERE
EDRWME SN TND Z ENBERIE LT*, AFIOEGAZH T - Tk, eI B Rl
EEITWV, BEORELZHDICBIERT 2 L, £, HEITL U TEIREME &l
HIZ &,
*1 ML39345 35k & O ALBERT #RBA Tld, AFEFG L L CBBERFIIRO b o7,

E=RAS TN

BMEEREE  RERED, RE 2

BAAA L JREHN, RE, BIETRE. BACRR. BB, # O R v

PRAE FEMER 2%« PR3 208, 3895, WERRIMGR . ISR, IR Y | BEEE. O - IR,

TR RERD (BARNER) 72 & ORISR DRI, BHEREIR NIV R, IR,

IR (REBC X 2 ARSI INA RN ) . R0 IR L4

2 ARG TAKL (BMHEBEE) 2RIV A N7 42 2016) 2016 FUR[E1E

Bt HEN 2EEEREES (http//www.zjk.or.jp/kidney-disease/about/index.html, 2025

#£1 ARBE)
HMIEAEYE  EERWERRBRINIS =270 RIEERR (RIEREMEE %) 201846 A

OAK 7, IMpower010 &, IMpower110 545k, IMpower130 s & U* IMpower150
B DO ARFIBEGREZB N TR HE SN TR Y, OAK 5, IMpower133 sER DA
F GEEZ BW TR AZE NS STV D Z L BEEE L%, ARl 512
blcoTUX, HAMET, i, CK LA, P ERWRFIA I m s EAEOBIES

AT o 2k, e, REUIS U TY U~ FHMEIMRNE M E &g+ 5

Z k&,

*1 TMpower133 %, IMbravel50 5%, IMpassion130 fBR ClX, AEFR L L THRITBDO LN
7, IMpower010 7R, IMpowerl110 7%, IMpower130 7klik, IMpowerl32 ik, IMpowerl50
#ER, IMbravel50 5%, IMpassion130 5k, ML39345 5 ) ' ALBERT 3B Tix, AHEFSL
& U RRIE 1338 b e o 72,

OAK i, IMpowerl30 ikBr., IMpowerl33 ik, IMpowerl50 i&Ek, IMbravel50
R, IMpassion130 R, ML39345 75k & OV ALBERT #BR O AR HIF H-HEIZ BT,
DR RITERO B2 > 7253, IMpower010 75, IMpower110 %k, IMpower132 ik
Br. EWNA O iR RER K OBLER TR ICB W THRE SN TE Y . BCRIRASCEICB W
THEEMMENRINTWD Z EDLERE Lz, AFIOFR5I1CHT-> TiL, M, CK E
H. D berR= 8 ER, DENBEEOBEE 512475 2 8, $o, BTN T
TIERAFEME L EET L 2 &,
FApJEREL
i, BEiL. MEERER & o—BRiy e EiERIc Nz . IRAET IR, Wk, A8 . RIE
PEBR AR b NTDARIER & U TRH T AGR. FREME. IS o M, SEFi&RE, Mz
1 A 91| S
FUNGSAERAE N B ARERR IS P oim [ Ak T A N7 4 28 3 /R 2023 &R AR
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11.1.16 [EANORIERTERZ TN T, KHIE OREBENEETERUVEFINERH L, LTI
EoOTIEFHME SN TWD I ENORRE LT (BAESEEEIL - AIEfEREIELE
AxPREEEEH (SFOtE 12 A 8 AN 123 KED) . LEIDE Uik E &
BT 2L, VoS~ 07 7 — VU OBREIKSIC LD SRR BRI EEN TS
ZENHY ., BURIZIRENELT D AREMEND D, BIEOBIZIT R ORISR HLET
b0, EEERSTGAIIHTCICEDZ EHH D, 20194 9 A 11 HEES T, EAD
BRI S OISR FE 2 1T BT RAIB G-I M ERE RIEMEREDS 9 fi* 1 (ERARFER -
1 %, BEIRGER 1 8 ) FRO BTV D, 2D 9 BIETIZE S TIERNT 1 #lTH - 7=,
F 72, IMpowerll0 RBRIZ IV CHLERE RIEMERENHRE SN TV D,

*1RIEBIRNE E SN ER % & e,
EEIR - BRAFTR

(REAR*2)

PUERIARGIE TR 23680, BB, ITFMAE, U o SEifEIE, AR, W ivA, IS, B

FLOFH, BHmEE, PLnERECD . REREMINE N EEEEGERE (DIC) %

RREERE WL 2 — TIEREEGERE (CFk 28 %) | (http/www.nanbyou.or.jp/. 2025 4F 1 H
R )

(BT R 1617

2 ZELL Eo ek, FFRBRATR, MERERG, 7=V F v EF, At IL-2 228408 E5. NK ##

JEHEOIRTAER, @Y 7 V'Y RifE, K7 « 7V 7 7o idE, K7 8 Y o AfiiE
UL B~/ u 7 7 —VOBRBIRINC LD SRERIEMRICEEN T Z ER3d D, AITIRIE) E

(LT DATHEMED B D, FIEDOBICIT R OSSN ME T BIE L R ARETICELZ L b d D,

ﬂ'@jﬁ/ﬁ 47, 48) .

REF = v 7R A MHEROB 5%, Fie T 2 BN 2 CRGEZR /I O 03588 B

TBAIE. T BICMIREHIEAR ClERE A GCME 7 = U F B AAE N IL-2 Z A EEO 5

R L, MERERIEEREOZK 21TV, HRNCAT oA FOLEHREEZITIVNERLH D L SN

TW5, ZOMOIRFIEL LT, TXPAZY > = bRV RERYZ v 2R Y "8 O ARES

raz ) oEE, EOMBERMHIRNC L DIEEERDH D,

FARFIP GAICHEB L MERERIEFERICH T2 MRV R 7 u 2R Y v ORFMEEHT SR
TWARW, = hRY R, 7 aARY COPRESNIRIT TRICTEH DO L0 TH Y | R
HTHD,

T MR Y REFHROIEE IR (2025 4F 1 H K 8)

it/ Y oNIE, S B IRE, SEUIESS. BEDRE . B R SRR CRE BRI

YRS, PEARSMIES)

LUF D BEME RS 63 2 fh O FLEEME R A & O BER WL

INRENEFEEIER (2—of v WIET 7 IV —EEE, SO AIE, AR SRS, HEREENE, AFEENEZ

OMUFFRSEVEDE . &2 O M RS SR S)

NESEAE R T MR ORI E

T a AR Y OHREUTR (2025 4 1 H FF )

O TREOIREBAL I 1T D R & O

BB, TR, OB, W, B, BB

BRI BT 2 HHE NS e OB AR R k1 =95 O il

N—F v M (REROHDEHE) . K OFDOMOIERIMES & 5 gk (BEERE TRER

+3THY EIETOIBFND & BIEBPED R %5 D IR S & 5 ERICRS)

FEPEE (BB RGO 30%LL LTRSS DH D WITHEHEMEDSE) . It MR, S REE

FLRAE, WoREIEBEE 2

BARBMEm, FRIFEREE

x7a—PREFER (BEEEENS D WERT 04 FICEEE R T58)

SHREIEMREE (RS OBRICRE W T, AT A FRIOFRGERRAR+45. UIRIE

I X0 N2 5E)

7 M E—MRE % (AR TR RNE DRV ER)

AURAREAE LAY © S09E B Ol

OO0 000 O 00
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11117 ERICERW T, KAl ORRERPGE TERUVEFIDEBRL TWLZ ENHREL
7o (BAGEEERERZ SRR E®OS (574 3 A 5 Bf) IS H%ED),
WIS U TR ELF [ & s 52 2 &, 7235, IMpower010 %%, IMpower110 7k
B, OAK &%, IMpower130 3k, IMpower132 %%, IMpower150 7%, IMpower133
AR, IMpassion130 i, IMbravel50 7k, ML39345 ik & O ALBERT 55k (Z
BT, ML MRIBAMEITRR D b e o 7z,

FASER - AT R
GREARD
K OMBE GUIRH M L OBERH M) . srpHm, s, Fifn, miR, ARES%
(KRAFIT L)
(1) KA Mk
O/ My s>
ifi/Viz 100,000/l AT,
QOARIMER K NAIMERITEL, TERE L HICIER, & X (ZRMMEF TSR ZHEE M 2, FREDOH
MERERZ KT Z &R DD,
(2) Bt
OB FEAZEREIXIE R 220 LN
@FRIEERE L OFERIER O R FRIIEL, e L bICIER
(3) T FHIMRE
M/ MGEE MR E 7 a7 ) o G (PAIgG) HE ((HEZREDRVWI ENH D)
*UEER IR e o & — TR R 8BS | 51, 2& (http//www.nanbyou.or.jp/, 2025
2 ARE)

11.1.18 OAK #%%, IMpower010 ik, IMpower110 #kfk, IMpower130 7k, IMpowerl132
R, IMpower133 ik, IMpower150 &%, IMbravel50 7§k & O IMpassion130 7
B M OARAN D B NELERRGEZICRBWT, 77 1 7% v —% 51T Infusion reaction 7%
WEINTWDZ EMNLRE L%, HEEO Infusion reaction 235 H O =5 101E
AR OB ZEBICHIE L, @URLEZITO & L biZ, ERNEIET S £ TEED
RHeZ + 0 ICBlgEZT 52 &,

*1ML39345 3 & OV ALBERT 3B Cix, HHEFL L L T Infusion reaction 158 bR o 7z,
EERAS TN
LD, MEM BRSO R, MERT., MR, ERMET. BB %
2050 D AT fhidE [ AALERIERIERRTR AN R 7 v 7 8 3R 2019 E 44
B VEN A ART LV X —52 Anaphylaxis *UREFBIZE R (774 7% —HA4 K
Z74Y] 2014

11,119 AL FRIERTER O RO % br < YIBR AR 72 AT - R O I/ INHIRL e B 2B W
TARBNEINRTZF o X7 )AL RO X2T (Bl z) 20FH
G HBRTIE, BB ERBIED S Do d Z &3 D, IMpower150 kD
EIPNIEBNZ I T, KT & i U, AFIBE CREED R0 EMbRE LT, &
G EBEIC KR ZAT O %, BEOREBEL+0ICBET 52 &,

HIEF*
T FRERERAS 500/l K, & 5\ 1,000/pl A4 T 48 KERLIANIC 500/l KB4 5 &7
HENDIRRET, IR 37.5CLL L (DENIE 38°CLLE) DAL UEA %, WL
ERJBE  (febrile neutropenia : FN) & E&ET 5,
*LAZSAERIVE A A AR ERERRE 2 a3im [ R B4 P BRI E (FN) B2 A KT 4V %GETE 3 R
2024 FEILE
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(2) ZDthoEIER

11.2 ZDH#DEIERA
5%LL E 1%LA b ~5% il 1% AT N
GENE . WRE R EmE) | EEML-OLOE TR, [\ | R A SRR
B R PEOF WV, SERE, A | BEPED F W, R
NRE R, Kpp
iR %@%éﬂ%m%@\
PRI N
TH(11.2%) B | g, D%k, B, | I, IR R,
g L (10.3%) . AR | 1A HzE WEFREE, Y X — B
PGk, {EEY% m. 77—
o & L E f&fﬁllj?\ BERAETY
WAL
RO R E, ik, KOE | FEERE, B, K,
e RRYe, fifige. S FPEREES R, L= o<
0. vgi, SP, (KEE
B FORERE | MEE. BRREBR L | ERE ., KEK. £
i B, RIGHLR, RLBE, | FEMERIE . RofE. FLBE
SRR G 2% MRS, BT
I RE iR AT, ek MRTT, fhHE, B
AR iz, i CK B
7‘/%%”[’ %7 V??:‘/Jﬂlﬁ\ E{%E\_‘Z%
AR
i 2, MmN | A ERE, U v oRER
o GFRERE | D
K~ 27" %7 AAE, | Mo R R R R s L
KT b Y o AIE, K | B mAY UL
jrem H Vo AfE, A E | fE, L w A
IRERF L ARV B | E, RV U fE
m. 7 L7 o
SiE. BB, ik
Wy (14.8%) , M | 9JE, (KRERD ., A | EIR, @BEUE, %H,
Z o JIE, FEEN SN AN *ﬁﬂ%@% Kage . 1A LER K
JE, A 7 o WEE | BEERN
PR
<PRFL>

OAK %k, IMpower010 75k, IMpower110 7k, IMpower130 75, IMpower132 7k,

IMpower133 i, IMpowerl50 ik, IMbravel50 #&BR., IMpassion130 i&Hk, ML39345 &k

B &% OY ALBERT REROpHE, [ENAORIERGER OB I D S RE LT,
KRN OBE%, ZnbDREWERNH 6 OIIZEEITIE, RIS U TE R L E 21T 5
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<SEHEH>
IHEB ARIERAFERERE

YR FEE 4T - BRO I/ RS

ES& £ E 5 MAEERRERER (0AK EBR)
OAKEH B OAKERER
BlfER&* AFKIEE ElER&™ AFKIEE
(n=609) (n=609)
TOTAL 390 (64. 0%) AEOOUEIN 1 (0.2%)
— -2 5BES L TERSEHED 202 (33.2%) %%g 1 (0.2%)
KR LR {8 1 (0.2%)
5 87 (14.3%) FEREYMEIE R IR 2% 1 (0.2%)
S 51 (8.4%) BESLUVRTHEES 119 (19.5%)
B 49 (8.0%) 5 42 (6.9%)
{2 TN PR R 16 (2.6%) % 5 38 (6.2%)
KA PEVENE 15 (2.5%) B wz 18 (3.0%)
I 13 (2.1%) RN N 9 (1.5%)
A 12 (2.0%) BRI ER 5 (0.8%)
FENE D I NE 7 (1.1%) HLBE 4 (0.7%)
T 3 (0.5%) Ei 4 (0.7%)
PN 3 (0.5%) Z SFEMB 4 (0.7%)
Bk 3 (0.5%) [ 4 (0.7%)
2 2 (0.3%) BT 4 (0.7%)
PRIV 1 (0.2%) [IFEShe 3 (0.5%)
JH A ek 1 (0.2%) FLBEVE R 95 3 (0.5%)
JHasi 1 (0.2%) 2BV S FERE 3 (0.5%)
E-gry SN 1 (0.2%) NS 2 (0.3%)
PR SRy P VR e 1 (0.2%) F &4 2 (0.3%)
EaXifa 1 (0.2%) F S 2 (0.3%)
Bl 1 (0.2%) KL R R 4% 2 (0.3%)
HLARIE 1 (0.2%) SIALEE 2 (0.3%)
JRIFTHELNR 1 (0.2%) R RE R 2 (0.3%)
MR 1 (0.2%) Fe i . 355 1 (0.2%)
B PERIESOSERE 1 (0.2%) LIThE 1 (0.2%)
S AL G 1 (0.2%) MR a7 4 — 1 (0.2%)
IR 1 (0.2%) N 1 (0.2%)
e OEPE TR 1 (0.2%) NN 1 (0.2%)
%ﬂ’?‘:l‘ﬁ% 136 (22.3%) Tz 48 1 (0.2%)
Bl 53 (8.7%) IR a2 1 (0.2%)
THI 47 (7.7%) 1 VA 1 (0.2%)
L 28 (4.6%) SHTE A 1 (0.2%)
A 23 (3.8%) IR 1 (0.2%)
am% 13 (2.1%) B 1 (0.2%)
H AR 8 (1.3%) Fe NG R Z RS 1 (0.2%)
R 7 (1.1%) dES 1 (0.2%)
LR 4 (0.7%) R s 4, 1 (0.2%)
LT B 3 (0.5%) $E 1 (0.2%)
ESES 2 (0.3%) BRI 1 (0.2%)
12 PTE S AR 1 (0.2%) J=RE 1 (0.2%)
R AT 1 (0.2%) FES 1 (0.2%)
% 1 (0.2%) miks EUY o REE 42 (6.9%)
JEASAS I 1 (0.2%) 2 24 (3.9%)
S A AR 1 (0.2%) f BRI g 7 (1.1%)
O O FE R 1 (0.2%) 1/ INMR IR E 7 (1.1%)
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0AKERER OAKERER
ElER&* AFKIEE ElERE* AFKIEE
(n=609) (n=609)
A i BRI i 4 (0.7%) A IR 9 (1.5%)
U 2 RERI E 3 (0.5%) ik 5 (0.8%)
U LR 3 (0.5%) 5 A 4 (0.7%)
A I R INIE 1 (0.2%) 0 ¥ 7 MR 4 (0.7%)
FERRIE I8 PR 1 (0.2%) IR 3 (0.5%)
HERES 63 (10.3%) MY v~F 3 (0.5%)
E 18 (3.0%) R 2 (0.3%)
TR SR 11 (1.8%) FE IR 1 (0.2%)
FEIMED E W 10 (1.6%) REHIENE 1 (0.2%)
KM= = — 1 F— 6 (1.0%) T H ke 1 (0.2%)
SERLE 6 (1.0%) U v~ FHELHEE 1 (0.2%)
ST B BR 3 (0.5%) R R SE 1 (0.2%)
X e N SEERE 3 (0.5%) BAE Al B 1 (0.2%)
R = 22— /3 F— 1 (0.2%) 7 BRI 1 (0.2%)
AR 1 (0.2%) B R AR 1 (0.2%)
PRI 1 (0.2%) T (51 e T MR AR E A A 1 (0.2%)
AL GRS 1 (0.2%) R 1 (0.2%)
Bl L~V OIRT 1 (0.2%) KRR 78 (12. 8%)
AR 1 (0.2%) RE D 26 (4.3%)
AN 1 (0.2%) 7 z/\“? ¥ *{NET NIV N 94 (3.9%)
AR 1 (0.2%) A7 =5 — RN
O EN 1 (0.2%) T 7 : VT RNTURAT o 23 (3.8%)
A H R 1 (0.2%) 7 —EHN
E R 1 (0.2%) i/ SRR E 9 (1.5%)
KRB L URRREE 86 (14.1%) MP7IVHVRAT 74 —F 8 (1.3%)
ARG 52 (8.5%) H
K U 7 A E 13 (2.1%) VU SEREORA 5 (0.8%)
&7 VT 2 8 (1.3%) i A RIS AR LB BN 5 (0.8%)
1&H Y 7 i 7 (1.1%) ELikz 4y 4 (0.7%)
e~ 7% 2 %7 AR 7 (1.1%) 7 L7 I = 5 4 (0.7%)
i Lk 7_(1.1%) YoINIINRT AT = 3 (0.5%)
i A 5 (0.8%) 7 — N
&Y R imiE 5 (0.8%) M e YL e 3 (0.5%)
Y Y A 4 (0.7%) eyl 2 (0.3%)
i A ANk 4 (0.7%) R 2 (0.3%)
SRz 1 (0.2%) rFvRAT7IF—F LR 2 (0.3%)
1R PRI 1 (0.2%) i R ERER 1 (0.2%)
QR s 1 (0.2%) 1. LR R K SR S HE N 1 (0.2%)
AL AL 1 (0.2%) ~ETBE D 1 (0.2%)
HRYZY Y R 1 (0.2%) 1 PR SN 1 (0.2%)
B R U T AmE 1 (0.2%) C —UESEER 1 (0.2%)
o~ J R AIE 1 (0.2%) C —RISYEE M 1 (0.2%)
i PR L SE 1 (0.2%) heR=2 180 1 (0.2%)
W ZE 1 (0.2%) JFE%E L5 1 (0.2%)
TR fEfE 1 (0.2%) Hﬁfﬁﬂ ¥ o — SRR 1 (0.2%)
157 v — L e 1 (0.2%) Eatii
HERRS L URSHMEE 73 (12. 0%) MPT B Y HAT 7 52— 1 (0.2%)
B & 28 (4.6%) A7 7 2 R 1 (0.2%)
15 P9 21 (3.4%) b RN 7 1 (0.2%)
=g -era 10 (1.6%) 1M Y o KHEN 1 (0.2%)
A7 v — gk 1 (0.2%)

* R & ORRBERBEE TERNVFR
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OAKEER 0AKEKER
ElER&* AFKIEE ElERE* AFKIEE
(n=609) (n=609)
e~ U o A 1 (0.2%) NHEE D RAE 1 (0.2%)
ey 1 (0.2%) RE S 1 (0.2%)
i H FRIR S AR L ) 1 (0.2%) AEALIR 1 (0.2%)
i 2R R R R 1 (0.2%) & 1 (0.2%)
R IR B AE AR A S 1 (0.2%) AVERE S R 1 (0.2%)
BEPES L UHERAE 43 (7.1%) Jifa by 1 (0.2%)
fiti %% 6 (1.0%) A 1 (0.2%)
S IHEE A 6 (1.0%) - SRGE W 1 (0.2%)
NS 3 (0.5%) Jili S 1 (0.2%)
Bl 3 (0.5%) i 1 (0.2%)
LRI 3 (0.5%) Jii= 1 (0.2%)
R Y 2 (0.3%) BRI 1 (0.2%)
KRB SR 2 (0.3%) 57 VRN R [R) 1 (0.2%)
Sl kY 2 (0.3%) REE 15 (2.5%)
A R 2 (0.3%) IR 74 4 (0.7%)
N R B 2 (0.3%) L 5 ) R e 3 (0.5%)
8% 2 (0.3%) RN 2 (0.3%)
LR 2 (0.3%) Hi 2 (0.3%)
e v 2 hE 1 (0.2%) ARJm 1 (0.2%)
Jifi e 1 (0.2%) AR 5 . 1 (0.2%)
s 1 (0.2%) SRR 1 (0.2%)
JRYLPE RS 2 1 (0.2%) NSy IAPEIRE 1 (0.2%)
mpc==o3 1 (0.2%) AREE 1 (0.2%)
i e 1 (0.2%) 7] 1 (0.2%)
FErR 1 (0.2%) mEES 10 (1.6%)
i1~%~‘/x?x-4’u«\“?4’ L 0.2%) WL 4 (0.7%)
Jifig% ETY 1 (0.2%)
J Y 1 (0.2%) BRIl 1 (0.2%)
e 1 (0.2%) R E 1 (0.2%)
ST P A R 1 (0.2%) & 1 (0.2%)
15 % 1 (0.2%) R BRI R 1 (0.2%)
HFRRE 1 (0.2%) GRER IR AR SE 1 (0.2%)
R R Y 1 (0.2%) RHEE 15 (2. 5%)
ELE M 1 (0.2%) ARIRE 12 (2.0%)
JEED g 1 (0.2%) Rz 1 (0.2%)
JIEES 1 (0.2%) Zyf 1 (0.2%)
Jatkse 1 (0.2%) SEELIRTE 1 (0.2%)
FIRER. BERE & UHthRIES 70 (11.5%) R bEE 22 (3.6%)
Z K 23 (3.8%) FRIRBEAE (R TE 15 (2.5%)
I LA B 19 (3.1%) R AR AE TUHEE 5 (0.8%)
a7k 7 (1.1%) i ELS 1 (0.2%)
fitilig & 5 (0.8%) BN 1 (0.2%)
[ PN S 3 (0.5%) P U 1 (0.2%)
S 3 (0.5%) R B RE R 2 1 (0.2%)
3l 3 (0.5%) BE. PEELUVLBEESHE 7 (1.1%)
Tk 3 (0.5%) HEANTEED K 5 (0.8%)
KRR 3 (0.5%) RV K B B 1 (0.2%)
HERE 2 (0.3%) TR R % 1 (0.2%)
R MR Pl 2 (0.3%) DEEE 7 (1.1%)
=25 1 (0.2%) B 2 (0.3%)
Pl 1_(0.2%) * L KH E OREBIRNEE TE RV HS
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0AKERER 0AKERBR
ElER&* AFKIEE ElERE* AFKIEE
(n=609) (n=609)
9 o IR R A 2 (0.3%) JiF 4 2 (0.3%)
DRI 1 (0.2%) S £ 1 (0.2%)
DE R —TF 1 (0.2%) S 1 (0.2%)
FEAEMNR 1 (0.2%) SEWVERT IR 1 (0.2%)
BAR 1 (0.2%) ES S URREE 3 (0.5%)
REREE 5 (0.8%) [E]#RE D F 0 1 (0.2%)
U 4 0.7%) SHE 1 (0.2%)
ENEVEZ % 1 (0.2%) HE 1 (0.2%)
BB L UVRBES 4 (0.7%) ERERP L VIAERE 4 (0.7%)
A pEE 2 (0.3%) AL 2 (0.3%)
N IRy 2= T A SR 1 0.2%) PEAR S 1 (0.2%)
P PETE & FLETESIE K 1 (0.2%)
HER 1 (0.2%) * A & OREBIRBEETE RV HSR
L L (0.2%) IR KR 5 5544 135 % . MedDRA ver.19.0 ©-=
FFEEREE 8 (1.3%) F LTINS,
IR AE B H 3 (0.5%)

77




E R R FE MHEEEREER (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 EEEE 1 (0.3%)
" 64 (22.4%) :

K A8 HLRERR B2 1 (0.3%)
95 57 22 (7.7%) i B2 R %6 1 (0.3%)
A S 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 FRER 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%)
PRI I 1 (0.3%) AP B ERHEINE 2 (0.7%)
FaER A s 1 (0.3%) PLIM BR el i 1 (0.3%)
HEMRE 1 (0.3%) HRRES 28 (9. 8%)
rEd 1 (0.3%) SEITE 7 (2.4%)
AP 1 (0.3%) I S 6 (2.1%)

BEES 51 (17.8%) SER 5 (1.7%)
gy 20 (7.0%) K= 2 —m X F— 5 (1.7%)
THI 17 (5.9%) FEED W 2 (0.7%)
{4 10 (3.5%) TR B R 2 (0.7%)
F N R 7 (2.4%) R 2 (0.7%)
M4 6 (2.1%) EHR 1 (0.3%)
g 4 (1.4%) A 1 (0.3%)
JE 3 (1.0%) et 2 1 (0.3%)
BN LS 2 (0.7%) REELUVRBERE 36 (12.6%)
LR 1 (0.3%) FRRIBUR 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%)
L H 1L 1 (0.3%) &7 V7 2 i 3 (1.0%)
3, 1 (0.3%) (& U & 1 (0.3%)
T RE R 1 (0.3%) &~ 27 %3 ™ ALE 1 (0.3%)

&%B&U&T%ﬁﬁﬂﬁ% 53 (18.5%) = Ik 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%)
BER IR 5 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%)
i 2 (0.7%) Bl 10 (3.5%)
BT 2 (0.7%) 5 6 (2.1%)
HLBEE 2 (0.7%) BHHIETF 3 (1.0%)
EA R 1 (0.3%) Y v~ 2 (0.7%)
D MRS 1 (0.3%) =g er 1 (0.83%)
s 1 (0.3%) S 1 (0.3%)
BURR 1 (0.3%) U 1 (0.3%)
ZIHLEE 1 (0.3%) BH &% 1 (0.3%)
ZITHE 1 (0.3%) R 1 (0.3%)
BEIREZ 2 1 (0.3%) W% 1 (0.3%)
F LSk B 2% 1 (0.3%) *RAIE OREBRNEETERVER
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IMpower 1105 E& IMpower 11058 6%
ElER&* AFIEE ElERE* AFIEE
(n=286) (n=286)
B O B 1 (0.3%) IREE 1 (0.3%)
HENT 1 (0.3%) HR 1 (0.3%)
BRERBRE 34 (11.9%) mEREE 6 (2.1%)
7:—7:?‘/7@/ N AT = 18 (6.3%) e I 4 (1.4%)
Z—EHm JIIK=E7S 1 (0.3%)
72/\"? %/@;7 VAN V% 14 (4.9%) DIV | 1 (0.3%)
A7 =7 —EHN EHES 4 (1.4%)
PR D 4 (1.4%) RIS 2 (0.7%)
M~ R o 4 (1.4%) N 2 (0.7%)
fH TN YRAT 74— 3 (1.0%) M5 MES 31 (10.8%)
4 LRI AR IR T 19 (6.6%)
I AT TP RS 3 (1.0%) R AR T 11 (3.8%)
1 o RIS L ) 3 (1.0%) TR AR 2 (0.7%)
H i ERE ) 2 (0.7%) Sk K 1 (0.83%)
Yy =TT INET AT = 5 (0.7%) BE. PESLVLEAHHE 5 (1.7%)
S —FHEN HEANITPE D B 4 (1.4%)
M e VL e 8 2 (0.7%) T 25 1 (0.3%)
aE e U LE BN 2 (0.7%) D= 2 (0.7%)
M7 L7 F =8 1 (0.3%) SRR 1 (0.3%)
i LR A K SR SR N 1 (0.3%) B Db L 25 1 (0.3%)
TR B 5 1 (0.3%) aEREE 5 (1. 7%)
R RE R S 1 (0.3%) SEHUE 2 (0.7%)
mAFEHAES e VU L E B 1 (0.3%) TFT 4 TR 1 (0.3%)
BREESSVFERE 7 (2.4%) MERE AL Y o SLRERE 1 (0.3%)
UGS 2 (0.7%) Syl b 1 (0.3%)
LGB R 1 (0.3%) BHLURBEE 5 (1.7%)
RELEEES 1 (0.3%) TR AEREE 2 (0.7%)
T ARGE R 1 (0.3%) EHR 1 (0.3%)
AIVARA T A P A E Y 1 (0.3%) SR 1 (0.3%)
7 A L APENRER S 1 (0.3%) TR 4T 1 (0.3%)
MFREE. BEE & UifREES 23 (8.0%) TR A ZE 1 (0.3%)
Jitli e 9 (3.1%) FREEREE 2 (0.7%)
PP PR 4 (1.4%) PR e 1 (0.3%)
L 3 (1.0%) B R AT L F—P e 1 (0.3%)
I 1 (0.3%) EWRBLVAEES 2 (0.7%)
GP 1 (0.3%) A i 1 (0.3%)
i 5 1 (0.3%) ELPERT T BRAE A 1 (0.3%)
A L (0.5%) = A& ORBBIRASEET R 0V G
Mz 1 (0.3%)
1A% SEEEh M ¢ 1 (0.3%) BITERA IS ERTI O S FR4 IS % MedDRA ver. 22.0 T
L AGE DI 1 (0.3%) A=TAYTLTNS,
sz 1 (0.3%)
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E R R FE MHEEEREER (IMpower 150 EXER)

IMpower 15052 B& IMpower 15052 B&
BltERE* AFKI-+CP+BEVEE BltERE* AFKI-+CP+BEVEE
(n=393) (n=393)
TOTAL 286 (72.8%) JEES 1 (0.3%)
—f% - 2HBEESLUVBREHEO 141 (35.9%) REH LUK THEES 129 (32.8%)
KR W5 50 (12.7%)
) 64 (16.3%) Z 2 35 (8.9%)
&I 38 (9.7%) i B 20 (5.1%)
T 18 (4.6%) B wz 14 (3.6%)
VJ A& 17 (4.3%) RN N 12 (3.1%)
FENE D I NE 11 (2.8%) HLBE 6 (1.5%)
R PEIE 4 (1.0%) AP 5 (1.3%)
e 4 (1.0%) B 4 (1.0%)
AV TN VR R 3 (0.8%) SIBRREE & 3 (0.8%)
230 3 (0.8%) T O NS 3 (0.8%)
Jiake 3 (0.8%) BT 2 (0.5%)
RN 2 (0.5%) FLBEMER B 2 (0.5%)
FE Ol M 2 (0.5%) TR 2 (0.5%)
B 1 (0.3%) BEMR R 5 2 (0.5%)
S & 1 1 (0.3%) F &G gpi 25 2 (0.5%)
S A ESIE PO R 1 (0.3%) T - RIERAREERSIE R 2 (0.5%)
B 1 (0.3%) MofEE 2 (0.5%)
FERHADETR 1 (0.3%) FILEI S 2 (0.5%)
F AR H 1 (0.3%) iy 3 1 (0.3%)
BEEE 141 (35.9%) S IGALEE 1 (0.3%)
kil 65 (16.5%) 2 JE A 1 (0.3%)
Gy 53 (13.5%) R S 1 (0.3%)
ER 28 (7.1%) LT 1 (0.3%)
M- 26 (6.6%) 95 1 (0.3%)
H % 21 (5.3%) E i 1 (0.3%)
KR 9 (2.3%) IR 1 (0.8%)
IS 8 (2.0%) d T 1 (0.3%)
A RS 5 (1.3%) FES 1 (0.3%)
e i 3 (0.8%) H SR 5 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 % 1 (0.3%) i Sk 1 (0.3%)
JRCEZRI 1 (0.3%) d it 1 (0.3%)
R R 1 (0.3%) F7 1 (0.3%)
v 1 (0.3%) W/ B 1 (0.3%)
PP L 1 (0.3%) migs T VAREE 57 (14.5%)
H ORI 1 (0.3%) 2 1. 34 (8.7%)
A% 1 (0.3%) 1/ NI E 14 (3.6%)
PR 1 (0.3%) FEBMELF TP BRI 11 (2.8%)
Wit i 1 (0.3%) BRI 8 (2.0%)
5L L 1 (0.3%) A Bk A 1 (0.3%)
iRARIEA 1 (0.3%) U BRIV E 1 (0.3%)
LRI 5 e 1 (0.3%) ML/ IIAE 1 (0.3%)
JLPY D e 1 (0.3%) T B ERHEINE 1 (0.3%)
AL )5 B 1 (0.3%) B BRRE R 4 1 (0.3%)
L 1 (0.3%) * 1 KA & ORRBIR A EIE TE AR H G
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IMpower 1505 E& IMpower 1505 E&
ElER4* AFHi|+CP+BEVEE BElfER%* ANF+CP-+BEVEE
(n=393) (n=393)
YL BRI 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%)
RIPERE = 2 — 1 F— 8 (2.0%) s 1 (0.3%)
TR R 7 (1.8%) FEERRE 73 (18.6%)
R 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
— 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%)
S FB K 1 (0.3%) i R A A L B 4 (1.0%)
T & 31 1 (0.3%) U 2 RERERD 3 (0.8%)
b4 1 (0.3%) 7 L7 F =8 3 (0.8%)
AR A A 1 (0.3%) M e YLy 8 3 (0.8%)
REBLUVREESE 70 (17.8%) 1 AR BRI AR L ) 3 (0.8%)
RAKBOR 41 (10.4%) y =T NEINVKNFLRAT =T
—— R 2 (0.5%)
&~ 2 % w7 A LE 13 (3.3%) —En
Wik 8 (2.0%) C — S B 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%)
’7 L7 2 e 3 (0.8%) TR TN 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%)
5 DR IS 2 (0.5%) KI5 1 (0.3%)
G 1 2 (0.5%) BEES & VHFERE 27 (6.9%)
Y ERILE 1 (0.3%) RRGHE R 4 (1.0%)
Eh U Y A E 1 (0.3%) R 4 (1.0%)
& LU 27U R Y FfE 1 (0.3%) JiiZ 3 (0.8%)
i~ 7R AUE 1 (0.3%) R R 3 (0.8%)
&N 1 (0.3%) BHEEJR 3 (0.8%)
FR R ERED 1 (0.3%) PELs 2 (0.5%)
LTI = U 1 (0.3%) A 2 (0.5%)
kb 1 (0.3%) KSR 1 (0.3%)
HERERS L UREAERES 69 (17.6%) KBRS 1 (0.3%)
RAE 41 (10.4%) NEFE R 15 1 (0.3%)
15 P9 14 (3.6%) AfEh o P X NE 1 (0.3%)
U 8 (2.0%) JijRe 1 (0.3%)
B AR 6 (1.5%) EaR 1 (0.3%)
Hewin 4 (1.0%) L R 1 (0.3%)
A 3 (0.8%) LTS 1 (0.3%)
A iR 2 (0.5%) JEYE K2 1 (0.3%)
HR 1 (0.3%) AR 1 (0.3%)
* L RA L ORFEBUR S EE T X ARV ER T 1 (0.3%)
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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%) RHEE 6 (1.5%)
Jitiligi e 11 (2.8%) AHRSE 4 (1.0%)
g L 11 (2.8%) RIRE Sy 1 (0.3%)
I [ 7 (1.8%) (3 1 (0.3%)
ISR 6 (1.5%) N5 BEE 56 (14.2%)
1 N SER 4 (1.0%) FRIRBEAE (R TE 39 (9.9%)
T 75 B 4 (1.0%) FR R RE TTIE S 16 (4.1%)
W& ifi. 3 (0.8%) DEHYS 3 (0.8%)
Lx»o< Y 3 (0.8%) A O Ve IR IR S 2 (0.5%)
B M il R 2 (0.5%) RN 1 (0.3%)
Sl 2 (0.5%) BB R~ 42 1 (0.3%)
S 2 (0.5%) PERRFEREIR T 1 (0.3%)
a7k 1 (0.3%) BE. PESLVLESHHE 8 (2.0%)
=25 1 (0.3%) HEAZLE S KOG 7 (1.8%)
NHEE 0D A i 1 (0.3%) F& T ifn i 1 (0.3%)
i) 1 (0.3%) DBEE 2 (0.5%)
FEREPE Bt 1 (0.3%) I 1 (0.3%)
R S W 1 (0.3%) Wz e 1 (0.3%)
JitiZ2 IR RR 1 (0.3%) REREE 6 (1.5%)
A 1 (0.3%) IR EUE 5 (1.3%)
1 B FE L iR R 1 (0.3%) SR EOE 1 (0.3%)
i . 1 (0.3%) EHLURBES 16 (4.1%)
REE 9 (2.3%) EAR 4 (1.0%)
P 3 (0.8%) B4 4 (1.0%)
RN 2 (0.5%) R P 2 (0.5%)
HENFE 1 (0.3%) PRANE WV MR 2% 2 (0.5%)
IR 1 (0.3%) B N 1 (0.3%)
AR AR 1 (0.3%) SRERIARRE 1 (0.3%)
AR B 77 1 (0.3%) SRR 1 (0.3%)
[l 1 (0.3%) A I ER R 1 (0.3%)
i 1 (0.3%) FFREE REEE 6 (1.5%)
mEESE 15 (3.8%) JHF %% 2 (0.5%)
e I 4 (1.0%) JraEtE 2 (0.5%)
A1 4 (1.0%) IEREPS 1 (0.3%)
AL 3 (0.8%) REEPET R 1 (0.3%)
Mg &R EY a v 7 1 (0.3%) EH L UPREES 2 (0.5%)
EiEs ) —+¥ 1 (0.3%) B A D F U 2 (0.5%)
Hilk% 1 (0.3%) EERB L UVIERE 1 (0.3%)
KRB RAERE 1 (0.3%) ShElE T O FEE 1 (0.3%)

FWEH4 IXER OB E G4 IZH-SE, MedDRA ver.20.1 T=
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E R R FE MHEEEREER (IMpower 132 EXER)

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%)

84

* L ORHIE ORERBIRA G E T E2RNER




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 FE MHEEEREER (IMpower 130 EXER)

IMpower 1305 &% IMpower 1305 B&
ElfERE* AFK|+CnPEE ElfER4&* AFI|+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 4 B H i 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%)
i 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%) EREREFE % 3 (0.6%)
PEliapeain 1 (0.2%) LT D FEIE 3 (0.6%)
A MR 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 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%)
PN D3 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%)
=yl 65 (13.7%) RAR 25 (5.3%)
TR BRI iE 36 (7.6%) KT 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%)
[ BRI ANAE 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%) Wik R 1 (0.2%)
HREREE 77 (16.3%) U v~ FHELHEE 1 (0.2%)
FEED F 0 21 (4.4%) RIRE A 1 (0.2%)
SR 17 (3.6%) (B 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%)
S SRR 1 (0.2%) I T BRSO 29 (6.1%)
{BUR 1 (0.2%) (REJD 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%) M7 vy g = HEm 6 (1.3%)
A 1 (0.2%) U U NEREED 5 (1.1%)
R#B L UVRBES 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%)
o RH & ORBEBIRNEE TE IR FHR 1 - 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%)
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IMpower 1305 5& IMpower 1305 E&
BlfER&* AFI|+CnPEE ElERE* AFI|+CnPEE
(n=473) (n=473)
PRANE B PR 2 2 (0.4%) APEIRgEs 1 (0.2%)
BR 2 (0.4%) SePEPET 2% 1 (0.2%)
SRR 2 (0.4%) EBLURRET 5 (1.1%)
12 14 B s 1 (0.2%) [EIHRE D F 3 (0.6%)
BRI AR A 1 (0.2%) B 1 (0.2%)
TR T B Ry — 1 (0.2%) R EB IR 1 (0.2%)
JREYE 1 (0.2%) HBERELVEEREE 4 (0. 8%)
PR it B 1 (0.2%) JLEE 1 (0.2%)
15 P B s 1 (0.2%) HHRE 1 (0.2%)
ISR 1 (0.2%) [ 1 (0.2%)
FRIRERES 5 (1.1%) A 1 (0.2%)
H CSeERT I 2 (0.4%) * AL DREBIRNEE TE ROHS
e 1 (0.2%) AR P EERT O 8 54 S 25 % . MedDRA ver.21.0 T =
SR TR 1 (0.2%) —T 4T LTND,
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PD-L1 514 JE/NRRFHFE (2 &5 17 B T R ER A

E R R MHEEEREAER (IMpower010 5XER)

IMpower 010z B& IMpower 0105 B&

BB AFEE ElEAA* AFRE

(n=495) (n=495)
TOTAL 335 (67.7%) BeJE %% 5 (1.0%)
ffi}&“-ﬁsfﬂﬁﬁﬁo&lﬁiﬁf}%ﬂ1ﬁw 87 (17.6%) %#@ 4 (0.8%)
KEE 15 4 (0.8%)
L 27 (5.5%) P32 3 (0.6%)
7 23 (4.6%) B 3 (0.6%)
) 0E 23 (4.6%) D ek 2 (0.4%)
RIS 7 (1.4%) FLBEPER 5 2 (0.4%)
RAY PEZIE 6 (1.2%) B R 2 (0.4%)
Jrs A sk 3 (0.6%) iR 1 (0.2%)
AT YRR R 2 (0.4%) EBIER S 1 (0.2%)
TENE 2 (0.4%) SEBE 1 (0.2%)
FANE 1 (0.2%) FEE - RER AR R IEER 1 (0.2%)
HEIRE 1 (0.2%) TR E % 1 (0.2%)
Hea e 1 (0.2%) BT 1 (0.2%)
1 A 1 (0.2%) L B 1 (0.2%)
JENR 1 (0.2%) e 1 (0.2%)
LRt RE IE R 1 (0.2%) SE RS 1 (0.2%)
AL M S HY 1 (0.2%) F & 1B 1 (0.2%)
HRE D JHE 1 (0.2%) B &V 1 (0.2%)
BATIRE 1 (0.2%) JEHLE 1 (0.2%)
RIHMENR 1 (0.2%) FES 1 (0.2%)
BHEE 63 (12.7%) MEL LV VRRES 38 (7.7%)
THI 20 (4.0%) 1 24 (4.8%)
LD 11 (2.2%) 1 R ER B 13 (2.6%)
R 11 (2.2%) if/ MR E 6 (1.2%)
H Nz p 8 (1.6%) U BRI 2 (0.4%)
- 8 (1.6%) i I BRI i 2 (0.4%)
A% 6 (1.2%) U 3 EiE 1 (0.2%)
155 5 (1.0%) TR EREEIE 1 (0.2%)
KR 4 (0.8%) HRREE 58 (11.7%)
HR 1 (0.2%) R = 2 — 1 X5 — 13 (2.6%)
g 1 (0.2%) SER 10 (2.0%)
53 1 (0.2%) K= 22— F— 9 (1.8%)
M4 ER 1 (0.2%) BERH 6 (1.2%)
A PEPTE S A% 1 (0.2%) LR =2 —nNF— 5 (1.0%)
I 7 1 (0.2%) IR F 4 (0.8%)
HIE B 1 (0.2%) LR R4 2 (0.4%)
HIEAR R 1 (0.2%) TR R 1 (0.2%)
ELSD 1 (0.2%) R EE 1 (0.2%)
- 1, 1 (0.2%) A SRR 1 (0.2%)
JlRliAT 1 (0.2%) fEEAR 1 (0.2%)
e T B 1 (0.2%) AL BRI 1 (0.2%)
BEH LUK THREBES 113 (22.8%) B C SN g 1 (0.2%)
Z 9 FEIE 43 (8.7%) HihRA = 2 — X — 1 (0.2%)
Bl 40 (8.1%) FEE 1 (0.2%)
BEIR BRI 8 (1.6%) et 1 (0.2%)
SERREE 7 (1.4%) BT ZH = 2 —m X — 1 (0.2%)
FLBE 7 (1.4%) J S 1 (0.2%)
AL 7 (1.4%) HERR 1 (0.2%)

90

* L ORHI L ORRBIRA G E T E2RNER




IMpower 01055 E& IMpower 0105 E&
BlVEFAB* AFIRE BlVEAL* AFRE
(n=495) (n=495)
KRB LUVRERE 30 (6.1%) M7 L7 F ok ARFF— 3 (0.6%)
ARG 9 (1.8%) BN
KT VT U IfE 4 (0.8%) V2 RSO 2 (0.4%)
B~ 7 %3 7 A 4 (0.8%) FFHERER A E 5 2 (0.4%)
=) U A E 2 (0.4%) iR e i N ) N 7 2 (0.4%)
&RV Z R Y RIE 2 (0.4%) g b U ZU &Y RN 2 (0.4%)
72 I 2 (0.4%) e v v e o Hhn 2 (0.4%)
5 PR R LE 2 (0.4%) i~ 27" %20 Mg 2 (0.4%)
Jii K 2 (0.4%) i i 2 (0.4%)
AV I LE 1 (0.2%) MG e U e U #n 2 (0.4%)
&Y VT F = o E 1 (0.2%) SisE el 2 (0.4%)
Eoa L AT B — LIE 1 (0.2%) TR FHN 2 (0.4%)
&AH U v A ME 1 (0.2%) A w X 1 (0.2%)
AL A SE 1 (0.2%) FUI—RFu= 1 (0.2%)
R NVRFN i 1 (0.2%) U a—FKFa=#m 1 (0.2%)
BEIRIF 1 (0.2%) U —EHN 1 (0.2%)
BERRBSLUHESHERES 53 (10.7%) ATl 5 1 (0.2%)
BAEA 26 (5.3%) M7 7 3 1 (0.2%)
7 AR 14 (2.8%) i T v g 1 (0.2%)
utliars 5 (1.0%) m 7 V7 F 8 1 (0.2%)
BYR 4 (0.8%) M= AT o—/LHN 1 (0.2%)
R 4 (0.8%) 7 R o R 1 (0.2%)
BRI 3 (0.6%) ey 1 (0.2%)
B 3 (0.6%) I BT AR AR LV N 1 (0.2%)
R A 1 (0.2%) i RSN 1 (0.2%)
7R 1 (0.2%) 1A IR AR AL AR v BN 1 (0.2%)
iRERiEE] 1 (0.2%) BRI IRPUIAR R 1 (0.2%)
R ENYE 1 (0.2%) T B 24 L 44 1 (0.2%)
A 7 1 (0.2%) AR EA 1 (0.2%)
KT 1 (0.2%) IRERA 1 (0.2%)
R 1 (0.2%) PR Y L M 1 (0.2%)
HE AR R 1 (0.2%) WEREY A o 2 o i 1 (0.2%)
BT HEIE 1 (0.2%) WEBED A 1 3 o N 1 (0.2%)
TR 1 (0.2%) SRR BR B D 1 (0.2%)
ERRIEE 101 (20. 49) BEES S UHFERE 21 (4.2%)
TANRTX VBT I hT 57 (7.5%) FRGE Y 6 (1.2%)
A7 =7 —EHN fiti g 3 (0.6%)
TI7=vTI ) NI AT = o NS 2 (0.4%)
5 — s 56 (1.5%) B 2 (0.4%)
I LRI A L N 13 (2.6%) A I AR 1 (0.2%)
M7 L7 F =8 11 (2.2%) T - 40 1 (0.2%)
1 H R A V- s 10 (2.0%) ales v X0E 1 (0.2%)
I EREE 7 (1.4%) A R 1 (0.2%)
1 IMREGEAD 6 (1.2%) -nEEES 1 (0.2%)
A7) RAT 7 5 —E IR 1 (0.2%)
6 (1.2%) -
gl P kY 1 (0.2%)
i ERER 6 (1.2%) S 1 (0.2%)
ifn. FRFLIR DL K SR SR N 5 (1.0%) BUmSENE S 2 v 7 1 (0.2%)
y = NEINETURT x MR Es. MERE & UHtIERE 41 (8.3%)
- s 4 (0.8%)
7 — 2N il s 10 (2.0%)
NV AT I —E LA 3 (0.6%) PR 8 (1.6%)
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IMpower 0105 B& IMpower 0105 E&
B3R AHIEE ElEmA* ANFRE
(n=495) (n=495)
AZHK 7 (1.4%) EALE S BUS 7 (1.4%)
[VETPE il FR 6 (1.2%) S 1 (0.2%)
I K] 5 (1.0%) DEEE 11 (2.2%)
PN SER 2 (0.4%) DR HE) 2 (0.4%)
IKEEFE 2 (0.4%) TRPEARAR 2 (0.4%)
5 VI R R 5 2 (0.4%) -SSR 1 (0.2%)
iz F— & 1 (0.2%) DR 1 (0.2%)
JilipiE 5 1 (0.2%) DN VERISMIHE 1 (0.2%)
HE R 1 (0.2%) SRR 1 (0.2%)
£ 1 (0.2%) IR 1 (0.2%)
S PHZE 1 (0.2%) RETHy s 1 (0.2%)
Sk 1 (0.2%) G D 2% 1 (0.2%)
JRIGES 1 (0.2%) RERES 8 (1.6%)
BRI AR 4 1 (0.2%) RBUE 4 (0.8%)
EE= 8 (1.6%) P af F— R 3 (0.6%)
T LV — PRSI 1 (0.2%) SN FENERIVE A 1 (0.2%)
RIA4T74 1 (0.2%) BB LURBES 7 (1.4%)
MR A P 1 (0.2%) RAR 3 (0.6%)
ARG 25 1 (0.2%) 1 jR 2 (0.4%)
MR Bgrv2 fiE 1 (0.2%) H St 1 (0.2%)
(iR i) 1 (0.2%) R4 1 (0.2%)
A 1 (0.2%) FREREE 11 (2.2%)
B 1 (0.2%) JFASRE B 4 (0.8%)
e e 1 (0.2%) 4 2 (0.4%)
ok b 1 (0.2%) SR 2 (0.4%)
mEEE 12 (2.4%) &I AT T — Y lE 1 (0.2%)
e I 7 (1.4%) EE U LVE v LE 1 (0.2%)
K i 4 (0.8%) MR 1 (0.2%)
FTH 1 (0.2%) EB L URRET 3 (0.6%)
FHEE 2 (0.4%) Hug 3 (0.6%)
K2 1 (0.2%) FlfEIED F U 1 (0.2%)
RARAE 1 (0.2%) HBERPLVEERESE 5 (1.0%)
R 53 hEE 88 (17.8%) AHIRI A # 2 (0.4%)
DR BRFERE(S T 53 (10.7%) L LA 1 (0.2%)
R AR B AE TUHENE 29 (5.9%) PR TS 1 (0.2%)
BB RE R~ A2 5 (1.0%) LA 1 (0.2%)
I CL Sk ORI 2% 4 (0.8%) B, EES L UHETHOHE 3 (0.6%)
RS 1 (0.2%) M (BEBLUR)—TE5L) '
JRIEPE FR IR RE IR TE 1 (0.2%) BVEEBETE A 1 (0.2%)
BFURIGR RV E  REA W 1 (0.2%) NEIRIE AL AE 1 (0.2%)
ERNES 1 (0.2%) FEEERE 1 (0.2%)
R MR B 1 (0.2%) *RAIE OREBRNEETERVER
H Sy TRIRISAER. P L (02%) BIfEHI4 AT DR $4 81255 | MedDRA ver.28.1 T=1
e R VERIE BB RE R 42 1 (0.2%) —F 4T LT,
SRR IS 1 (0.2%)
FE. FESLUVLESHE 8 (1.6%)
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HE REY IR

EFR R MAAERARFER (IMpower 133 FHER)

IMpower 13355 E& IMpower 1335£E&
BB * AFI+CERE BElERE* AFI+CERE
(n=198) (n=198)
TOTAL 128 (64.6%) F BPELF T BRI i 2 (1.0%)
—f - =2 BEES LRS5O 2 01 2% HRRRES 20 (10.1%)
REE ] K= 2 —m X5 — 4 (2.0%)
T 24 (12.1%) KRR =2 —n /g — 4 (2.0%)
e )0E 9 (4.5%) GIEbT 3 (1.5%)
A 4 (2.0%) DR B 3 (1.5%)
FEEL 2 (1.0%) FEIED F U 3 (1.5%)
Bl s 2 (1.0%) SEI 2 (1.0%)
JEIR 2 (1.0%) X« N L—JEfRE 1 (0.5%)
AR ML 1 (0.5%) feE AR 1 (0.5%)
FEREDJAE 1 (0.5%) BER 1 (0.5%)
PRI V7 I 1 (0.5%) Kph 1 (0.5%)
BB 1 (0.5%) = U 1 (0.5%)
BREE 49 (24.7%) REEIE 1 (0.5%)
L 18 (9.1%) REFELURBEE 25 (12.6%)
T 12 (6.1%) BAEER 22 (11.1%)
{EF 12 (6.1%) e/ SYRAVN| ik 3 (1.5%)
M - 8 (4.0%) KA Y U AiffE 2 (1.0%)
TN 5 (2.5%) MK 2 (1.0%)
g ER 1 (0.5%) KT b U U A IE 1 (0.5%)
KG9 1 (0.5%) &7 V7 2 e 1 (0.5%)
e R 1 (0.5%) URE] 1 (0.5%)
JE T R IR 1 (0.5%) BERRE L UVHEAHEBES 11 (5. 6%)
iR A 1 (0.5%) #77 PR 3 (1.5%)
A O PE R 1 (0.5%) B3NN 2 (1.0%)
JILFS H i 1 (0.5%) iikeRien] 2 (1.0%)
A LR 1 (0.5%) i KT 2 (1.0%)
BERER 1 (0.5%) R 1 (0.5%)
[CEC 1 (0.5%) VU R 1 (0.5%)
g 1 (0.5%) EIEIES 1 (0.5%)
ELZES 1 (0.5%) R AR E 1 (0.5%)
IS 1 (0.5%) FRREE 28 (14.1%)
EEH LUR THIBES 47 (23.7%) /RS 11 (5.6%)
B 12 (6.1%) I P EREOED 10 (5.1%)
WiZEAE 11 (5.6%) A ifn Bk 6 (3.0%)
) FEIE 8 (4.0%) NER 4 (2.0%)
BEIR Bk 5 6 (3.0%) TI5=TI ) RI AT = .
F g 3 (1.5%) Z — B HIN ¢ (2.0%)
SIERRE G 2 (1.0%) M7 VHVERRAT 7 X —1F 4 (2.0%)
FLBE 2 (1.0%) I '
=D 2 (1.0%) TANTRUBT I T 9 (1.0%)
Z 9 B 1 (0.5%) A7 =7 —EH )
LI 1 (0.5%) U L SEREOR D 1 (0.5%)
SLEEME R 5 1 (0.5%) md 7 L7 F =80 1 (0.5%)
BEVEE D FEIE 1 (0.5%) y —INVEINET AT x 1 (0.5%)
R 1 (0.5%) 77— i
EX e 1 (0.5%) NIV ATIF—E LR 1 (0.5%)
R &R 1 (0.5%) e LA 1 (0.5%)
EA{E 1 (0.5%) KR E5H 1 (0.5%)
HARMBBOE S 1 (0.5%) BIVTF=- 70T T2 1 (0.5%)
TS 1 (0.5%) b '
R g 1 (0.5%) Wby A v % o L Hn 1 (0.5%)
AR 1 (0.5%) WEERY 93— RF =80 1 (0.5%)
&S &V L REE 30 (15.2%) IAERE F 5 1 (0.5%)
210 17 (8.6%) BEAE S K UFERAE 10 (5.1%)
B v BRI i 13 (6.6%) TSR i 95 2 (1.0%)
/R 9 (4.5%) fili ¢ 1 (0.5%)
A 1 B A g 4 (2.0%) REALR 1 (0.5%)
" AH L ORRBIR AT T E RS LR L (©0.5%)
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IMpower 13358 B&

BlER%&™ 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%)
Lo>< 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%)
RO IR BRI T 18 (9.1%)
RO IR AR T 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%)

* KA E ORRBIRAEE TE RV ER

FWEH4 IXER OMEEHA4IZH-SE, MedDRA ver.21.0 T
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PR T 72 FFARRARE  [1200mg B4
EIFS 4 F S MREERRER (IMbravel50 SAER)

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%) = 5T 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%)
Jii i 3 (0.9%) /MRS 27 (8.2%)
SUERRBE R 3 (0.9%) MHE UL e N 27 (8.2%)
FLBE 3 (0.9%) (RHRD 13 (4.0%)
EAiS 3 (0.9%) i ERER 12 (3.6%)
TH R EFSREN AN RREERE 2 (0.6%) M7k URAT7 7 & —PHN 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%)
[ R A 2 (0.6%) i PRSI A L D 7 (2.1%)
M FBE 2 (0.6%) Y= INEIN T UAT 2T — 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%)
BEEE 97 (29.5%) PR A B 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%)
15 8 (2.4%) MJE -5 3 (0.9%)
P 8 (2.4%) M FEE E UL e N 3 (0.9%)
A% 7 (2.1%) I R EREEE N 3 (0.9%)
R 6 (1.8%) JR R i BR 3 (0.9%)
AT 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
[ 3 (0.9%) R oe el ) —4 BN 2 (0.6%)
B AE R 3 (0.9%) SR A 2 (0.6%)
11 PN 5 e 3 (0.9%) e U o LR 1 (0.3%)
El 3 (0.9%) 1 LB M K SR B S5 BN 1 (0.3%)
H§7k 3 (0.9%) i e AN 2 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 2R 1 (0.3%) 5 Y o K 1 (0.3%)
S 1 (0.3%) 1 FR PR SR IN 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%)
JE PN R R ML AR i 1 (0.3%) 3] 2 (0.6%)
[TIES 1 (0.3%) Y8 1 (0.3%)
B 15 of, 1 (0.3%) A NENR 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)

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&
BIERA* KEFARNO XY THE BIERA* KEFANO T TEE
(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%)
wE 1 (0.3%) * ARSI Y X T L OFRBRATE TE 20 HR
H$BERBLUVIAEESE 7 (2.1%) B
FE ST M5 1 (0.3%) BIVERL IXER OREHG4I12FESEX, MedDRA ver.22.0 T=
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PD-L1 B2 D HRILE > SEIKIEME A D HER2 [at D E i FEe X T B RILE

E R FE MAEERREAER (IMpassion130 EX5&%)

IMpassion130z£Ex
(PD-L1F5 14 EER)

IMpassion130zXE&
(PD-L1F5 14 EER)

Bl A& FEnabs <5 1) R I BitER&* FEFnab/ 35 1) 5 I
(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%)
SN N 8 (4.3%) % 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%) KI5 2 (1.1%)
=Y 3 (1.6%) R 2 (1.1%)
EdRZ 3 (1.6%) WAL 2RI 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%) H % 1 (0.5%)
A AEES S 2 (1.1%) JIE R e 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%) JLFT DA AE 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%)
7 LV —VERE 4 1 (0.5%) HRRES 108 (58.4%)
FBEME R B 1 (0.5%) KM= 2 —a F— 39 (21.1%)
B AR 1 (0.5%) RWMEEE = = — 0 R F— 31 (16.8%)
AEIEEIIES 1 (0.5%) U 24 (13.0%)
At 1 (0.5%) FIEEh 20 (10.8%)
—f% - 2BEE S L VRS EHT . SR 14 (7.6%)
DikE 125 (67.6%) ERTEDE 11 (5.9%)
g 85 (45.9%) FoiEkEE 7 (3.8%)
FEEN 23 (12.4%) 23 = a2 —mNF— 5 (2.7%)
Fiiabia 19 (10.3%) R SRR 5 (2.7%)
A PR 16 (8.6%) HER 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%) WL Gl 1 (0.5%)
FE Ll g 1 (0.5%) G AEES 1 (0.5%)
R J& P Y B 1 (0.5%) mikH LU VRRES 81 (43.8%)
TSN BSOS 1 (0.5%) 2 1. 49 (26.5%)
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[Mpassion130z£E&
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BiteRaE" R nab—1 35 1) 5 FLILE Blitema” R a1 35 1) 5 FLILE
(n=185) (n=185)
I P ERIBUDE 41 (22.2%) A U U AISE 4 (2.2%)
1 ifn BRI iE 7 (3.8%) i 3 (1.6%)
NS E 5 (2.7%) &) b Y 7 AfE 2 (1.1%)
U BRI 4 (2.2%) &V 7 A UE 2 (1.1%)
FEBWEAT BRI E 2 (1.1%) JiiK 2 (1.1%)
U v i 1 (0.5%) 1K) >R 1 (0.5%)
FERAZ BRI IIE 1 (0.5%) FEREE. BEE &S UCHIRES 37 (20.0%)
BRRRE 51 (27.6%) K 16 (8.6%)
A BRSO 21 (11.4%) - IR e 10 (5.4%)
i BR % 9 (4.9%) 5 . 6 (3.2%)
TANRTEX VBT I/ b 8 (4.3%) Jifilig R 4 (2.2%)
YATZ =T =R ’ S 3 (1.6%)
TI=YT R RTUART 7 (3.8%) 55 VEME IR K 3 2 (1.1%)
= Z —BRIN ' S 2 (1.1%)
U L SEREOR 5 (2.7%) O PN SE R 1 (0.5%)
MR T AHVHRAT 75— 3 (L6%) Wl 1 (0.5%)
et Yl ' WAGH O 4 i 1 (0.5%)
VA R N = 3 (1.6%) A 1 (0.5%)
[SELT 2 (1.1%) IR S A 1 (0.5%)
1 R AR L N 2 (1.1%) W B i 1 (0.5%)
i N 2 (1.1%) R AE M 1 (0.5%)
R AR 2 (1.1%) BOKIE 1 (0.5%)
y o INWEINRT AT 1 (0.5%) BB & UFERE 30 (16.2%)
= 5 —LH B R 8 (4.3%)
M7 L7 F = 1 (0.5%) OWED o DX IE 4 (2.2%)
i 7 R SE A 1 (0.5%) TNER 2 3 (1.6%)
R EH I 1 (0.5%) A 3 (1.6%)
i P LI K SRR 1 (0.5%) Tk Y 2 (1.1%)
7R if BRER D 1 (0.5%) RgE S 2 (1.1%)
TS o e R 1 (0.5%) [ 2 (1.1%)
DN, 0 1 (0.5%) Pl 2 (1.1%)
T BRI 1 (0.5%) W B S 1 (0.5%)
77 —ERn 1 (0.5%) BRI 5 1 (0.5%)
ANTF B 1 (0.5%) - AGE 1 (0.5%)
~~ 27Uy MED 1 (0.5%) WEEZ 1 (0.5%)
U X—BHIN 1 (0.5%) T RO 1 (0.5%)
W = 2 e e — & TR R 0 HPE~ L~ 1 (0.5%)
oy 1 (0.5%)
cati %% 1 (0.5%)
A R 1 (0.5%) ke 1 (0.5%)
1fn A 1 (0.5%) WEEE S 1 (0.5%)
SFBREREH N 1 (0.5%) RS @ v 2 1 (0.5%)
HERRE S VHESHEBES 52 (28.1%) B — LB R 1 (0.5%)
ol 23 (12.4%) VR Y A LAY 1 (0.5%)
5 A 23 (12.4%) AR RER 1 (0.5%)
i 8 (4.3%) B 1 (0.5%)
L] 6 (3.2%) PR 1 (0.5%)
A 6 (3.2%) FHEPE T OB 1 (0.5%)
R 3 (1.6%) T LA 1 (0.5%)
PALES 2 (1.1%) LIS 1 (0.5%)
s i/ 1 (0.5%) RS 23 (12.4%)
Hi 1 (0.5%) IR 9 (4.9%)
P % 1 (0.5%) VAN 7_(3.8%)
WiBRaR 1 (0.5%) Fil 1 (2.2%)
(R ES 1 (0.5%) IR IR 3 (1.6%)
Bk % M 1 (0.5%) SERRE 9 (1.1%)
R K 1 (0.5%) ZERA 2 (1.1%)
1t§§?:53:05§§|}$5=€ 40 (216%) EEE@%I&J_ 1 (0.5%)
ORI 27 (14.6%) T 1 (0.5%)
EA NG b 7_(3.8%) R 5 1 1 (0.5%)
K~ 7' 3% 7 AfUE 5 (2.7%) T 1 (0.5%)
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BlfERE FEFnab—/ 5 1) 8 5t VB BlfERE FEFnab—35 1) B S LB
(n=185) (n=185)
[ 1 (0.5%) #EH R 1 (0.5%)
N5 EE 36 (19.5%) S B R 1 (0.5%)
RO IR RE AR T 29 (15.7%) SRR S FEIE 1 (0.5%)
FOIR b e L e 6 (3.2%) BE. PESLUVLEBEESHHE 5 (2.7%)
B L e IR IR S 2 (1.1%) HEAICEES K 3 (1.6%)
RE e A 2 2 (1.1%) 15 1 (0.5%)
BRI RV E Rt A4y Wk 1 (0.5%) B 50 Wh 1 (0.5%)
AR R EEEA S 1 (0.5%) FFREE RIEE 5 (2.7%)
FEHR i e 1 (0.5%) ArEtE 2 (1.1%)
mEREE 15 (8. 1%) 4 1 (0.5%)
1FTH 5 (2.7%) AvkingEk 1 (0.5%)
[HiNER 3 (1.6%) SR PERT A 1 (0.5%)
e I JE 2 (1.1%) EB L URKESE 2 (1.1%)
U SR 2 (1.1%) [ElfEE D F 1 (0.5%)
VR IR AR S 2 (1.1%) TR T 1 (0.5%)
VU i S 5F 1 (0.5%) B 1 (0.5%)
BHEE 8 (4.3%) RERES 2 (1.1%)
ARAE 7 (3.8%) IR BEUE 1 (0.5%)
bRy 1 (0.5%) ALy ETE L 1 (0.5%)
DIEEE 8 (4.3%) Bff. BEMHS LUEETHD
AR 3 (1.6%) FEY ERBLURY—T 2 (1.1%)
AR 3 (1.6%) =8L)
oiE 1 (0.5%) A U L E 1 (0.5%)
TN N 1 (0.5%) FROIR R e 1 (0.5%)
EH L URBKES 6 (3.2% 2 S DRERE 1 (0.5%)
JREYIE 2 (1.1%) B & R O A A 1 (0.5%)
PR 1 (0.5%) * AHIE T nab-R 2 U Z R0 & OREEENGETE
NS 1 (0.5%) NS
FX A2 0
e L 0o IV BT 5 99 (IS %, MedDRA ver21.0 <
TRET 1 (0.5%) AT AT LTINS,
LR E S VAERE 3 _(1.6%




U T e R SR ERERPORE [ L
MBS DAERERER (ML39345 KER)

IR ML393_45;€5§
n=49

TOTAL 47 (95.9%)

ERERRE 32 (65.3%)
U BRSO 10 (20.4%)
H 1. EREcis 9 (18.4%)

1 —

ﬂﬁg;”ﬁ IHRT TS 9 (18.4%)
TARTXUEBT I/ MT
C AT =T BRI 5 (10.2%)
ifn. Hh L A 7K S R S 1N 2 (4.1%)
IR ED 4 (8.2%)
;JHEEP PR Mt )35 AR L o B 5 (10.2%)
IREHIN 1 (2.0%)
Z;;;i;m‘/ h7erz 5 (10.2%)
1N 4 (8.2%)
I P BRSO 4 (8.2%)
M e YL e N 4 (8.2%)
M7 V7= 8 2 (4.1%)
5§EP[F¢kH%#Mﬁ&ﬂ<lvqf,/ﬁi 3 (6.1%)
7 I—PH 2 (4.1%)
LT — VR 2 (4.1%)
U= %yl 1 (2.0%)
hY3— RFo= 8 1 (2.0%)
~E 70 URED 1 (2.0%)
U R —BHIN 1 (2.0%)
U o Hifiln 1 (2.0%)
M7 7 2 R 1 (2.0%)
M= /LF =~ 1 (2.0%)
M~ U 27 )Y RN 1 (2.0%)
it cho NNV AVAS 5 72 1 (2.0%)
L E U R 1 (2.0%)
IR U AR EHN 1 (2.0%)
WEBEY A = 2o 1 (2.0%)

—fR - 2 BEEE S VRS
DIRRE

N
S
—
N
©
(=}
=
=

T 18 (36.7%)
HEEN 6 (12.2%)
S TN FEER R 3 (6.1%)
AHE 2 (4.1%)
FE LM 2 (4.1%)
KRR NERE 1 (2.0%)
[ R f i FH B 5895 1 (2.0%)
BIEES 18 (36.7%)
L 8 (16.3%)
g - 2 (4.1%)
{5 2 (4.1%)
T 6 (12.2%)
JE IR 2 (4.1%)
IR 1 (2.0%)
A eI 1 (2.0%)
M N RS 1 (2.0%)
I T 1 (2.0%)
H R E R 1 (2.0%)
O kb2 1 (2.0%)
mIRPS 1 (2.0%)
Vit HEIR 2 1 (2.0%)
KRB LUXRBESE 13 (26.5%)
& Ifn 4 (8.2%)
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SRS ML393_45EK.5§
n=49
KT b U U A IfE 5 (10.2%)
RARIEE 5 (10.2%)
KA Y U AiffE 2 (4.1%)
&Y > IfiE 1 (2.0%)
U T A iE 1 (2.0%)
fii Ak 1 (2.0%)
) e 1 (2.0%)
IEREE. MEH & UHthRES 12 (24.5%)
IZZ Wk 2 (4.1%)
- K] 3 (6.1%)
T LAF— PR 3 (6.1%)
1 VA BE 2 (4.1%)
IKEEFE 2 (4.1%)
UL 1 (2.0%)
Jitiflig 2% 3 (6.1%)
MESE H if. 1 (2.0%)
HEBRRE L UVHEEHBES 12 (24.5%)
B3NSR 7 (14.3%)
DU fi 5 3 (6.1%)
A 1 (2.0%)
o I 5 (10.2%)
EES L UETHEES 21 (42.9%)
it 10 (20.4%)
FEE R 1 (2.0%)
SUERRRE R 5 (10.2%)
D FEE 6 (12.2%)
IRINIRSINV& 5 (10.2%)
ZITE 3 (6.1%)
BT 2 (4.1%)
FLBE 1 (2.0%)
=M A BE 1 (2.0%)
Pl R e 7% 1 (2.0%)
Wi AE 1 (2.0%)
B & i 1 (2.0%)
BEES L UFERE 4 (8.2%)
B R 1 (2.0%)
fiti % 1 (2.0%)
B DS 1 (2.0%)
RS 1 (2.0%)
Sl 1 (2.0%)
HRRES 6 (12.2%)
IEp 4 (8.2%)
FEIED F U 3 (6.1%)
mEEE 4 (8.2%)
EFTH 4 (8.2%)
AHEE 2 (4.1%)
A HRE 2 (4.1%)
MEHE LV VNRREE 10 (20. 4%)
E=dii 8 (16.3%)
T B ER B hIAE 1 (2.0%)
Y L EE 1 (2.0%)
SRR Z M 1 (2.0%)
DREE 1 (2.0%)
TRPEAER 1 (2.0%)
Bk 1 (2.0%)
RfEE 3 (6.1%)
Z 1 (2.0%)
2] 1 (2.0%)
AIS B I IR 1 (2.0%)
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TEEL* ML393455:%E&
n=49

RN iEE 10 (20. 4%)
BRI IR e T 6 (12.2%)
FOR AR REIR NIE 3 (6.1%)
NS 1 (2.0%)
R R b 1 (2.0%)
BB AE R 4 1 (2.0%)
5E. PESLUVNEESHHE 1 (2.0%)
BT 1 (2.0%)
HB L UPRBEES 4 (8.2%)
[FIHEPE D F 2 (4.1%)
Hig 1 (2.0%)
ENEE I FEERPREAER (ALBERT FHBR)

Al ALBEETEKE,%

n=20

TOTAL 16 (80.0%)
ERERRE 10 (50.0%)
TANTG XTI ) 8T
VAT =7 —EHI 5 (25.0%)
:;:;tgbﬁj hFvzz 4 (20.0%)
U L RERHOED 4 (20.0%)
I P BRSO 4 (20.0%)
1N 3 (15.0%)
F i ER % s> 3 (15.0%)
%iég?%/$z$%+ 1 (5.0%)
ﬂﬂfﬂ%‘ﬁ:ﬂ%ﬂéﬂ(ﬁﬁmwa/ﬁ 1 (5.0%)
)V F Y — )L 1 (5.0%)
BEEH LUK THEES 4 (20.0%)
15 1 (5.0%)
) PEIE 1 (5.0%)
395 1 (5.0%)
R IR IN A 1 (5.0%)
MAEH LV VRREE 3 (15.0%)
E=in 3 (15.0%)
RN iEE 3 (15.0%)
Rt R 1 (5.0%)
R R RE TS 1 (5.0%)
BRI REAR T 1 (5.0%)
NS 1 (5.0%)

FWER £ IXEMOWE RG4S % MedDRA ver.25.1 T
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ML3934554 8%

ElER4% 19
HJ 1 (2.0%)
R R 1 (2.0%)

ERERBLVIERE 1 (2.0%)
BT 1 (2.0%)

RERESE 1 (2.0%)
B A N B A R HEERE 1 (2.0%)

* 1 AH & ORRBRNEE TE RVFLR

BIER 4 X ER O TR A1 & . MedDRA ver.24.0 T

a—F 47 LTWA,

ALBERT 5%

Rl fEH 40

n=20

—f% - £ HBEEL L VRS

DREE 3 (15.0%)
HEEN 3 (15.0%)
U AT 1 (5.0%)
BEES 2 (10.0%)
L 1 (5.0%)
Mg nt- 1 (5.0%)

REELURBEE 2 (10.0%)
e R P IUE 1 (5.0%)
KA Y U AffE 1 (5.0%)

BHERRSLVHEEHRBES 2 (10.0%)
o I 2 (10.0%)
RAFR 1 (5.0%)

DRES 1 (5.0%)
TRPERR R 1 (5.0%)

R EREE 1 (5.0%)
JIF R e 1 (5.0%)

BEEAED K UFE RAE 1 (5.0%)
HTFR% 1 (5.0%)

HRRES 1 (5.0%)
SR 1 (5.0%)
EH L UVREES 1 (5.0%)
1 JR 1 (5.0%)
EA=lR 1 (5.0%)

IEREE. MEH & UHthRES 1 (5.0%)
Jitifig 2% 1 (5.0%)
1 PENRER 1 (5.0%)

* KA E ORRBRAEE TE RV ER




9. BERREHKRICRITTEE
RESH TR

10. BEERS
REIHN TR

1. @RLOEE
14, BRALOZIEE
14.1 ZHIFRANBFOIEE
14.1.1 FABERFICIE, B RABREERDAMNIMEH LenZ &,
14.1. 2 FARIEFHIEOCHERBERF9 2 Z &,
14.1.3 HEFRE L, PR ITECHIHERT L2 &, o, FRRIIFEETLHZ L.
14.1.4 B HRFICIIAAZFERNE CHERY ., HREARSERICEML, R&KIREL 3.2~
12.0mg/mL & L7z ECASEEET 5,
14.2 EXREBREHFOIE
14.2.1 0.2 X102 m DA T4 T 4 NE—ZfHTHZ L,
14.2.2 il & ORFEZ LN &,
<R
14.1.1~14.1.2
OAK #BR SEfiF DFRBR T IEICHE L CTRRE LT,
HRABEBERUINC O TR, WICED LT — % ZBUS L TR WD Lk
Z &, BRlOZEME, BEM, ZetEoBlal Y, BT L,

14.1.3 ARNIERANTH D720, LEVEM OBEEMEDOHER OBLE D | 1% OFRIRI TR
L. HEARRFII LN &

14.1. 4 AHOFHESF T OAK #-BR, IMbravel50 ik, IMpassion130 &k, JO28944 ik K&
O PCD4989g ikl 2 S 1Tak i L 72,

14.2.1 AFNTEDFORERATH Y | WL S RET D & BERIARD LR LIk 7234
T DAREMEDRN S D Z &b, BERHIA T T AN Z—2fAT5Z L,

14.2.2 KA L AplAl & OIRIEICE 27 — 213720,

12. ZDOHMDEE
(1) BRERFERIZEDCER
15.1 BREIREAICE D C 1B
E N DERRRERIZIB VT, AFNTH T 2 HUEDREADHE SN TV D,
<S>
OAK ., IMpower010 i, IMpowerl10 a5, IMpowerl30 ik, IMpowerl32 i,
IMpower133 #l&, IMpower150 7z, IMbravel50 75k & OF IMpassion130 #RERICI 1T 591
7TV Y X THUROEARDUT, TRRo LB Thol,
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FERRABONT TV Y X THRARELEIKR

OAK IMpower010 | IMpower110 | IMpower130 | IMpower132 | IMpower133 | IMpower150 | IMbravel50 [[Mpassion130]
30.4% 31.2% 24.3% 22.4% 35.4% 18.6% 36.4% 27.9% 13.1%
(172/565 51) | (152/487 1) | (65/267 f51) | (100/446 1) | (96/271 1) | (35/188 f5) | (132/363 )*| (88/315 i) | (57/434 #i)

*A#+CP+BEV B
7TV ) A= THURGYEES L 517 T Y ) A~ T HURRRMIES] & ik L7k, i 7
A= TPRBELET 5 2 LIZ X DM ERE, AR OZ SIS T DR R BII A b
TUNRYY,

(2) FEERRREABRICE D 1B

15.2 JEBRPREABRICE D < 1B

T =2 A PIVICAHK] 50mg/kg ZH 1 [\, 26 B ERSG L= 3ok v, i
WCHBBEEE PR N EOREND D,

<R

FERG R FRBR AR ZFE DV CERE LT, PEREA LTk =7 A PVITAH| 50mglkg %3 1 [a], 26 i
M GF27E) RESHIRNEES LT-h =27 A Yu 26 B IR 5381 B\ T, i T
B o R EEERE (BB O IE 20 5 ABRIZ2 A2 —2) 23, 8~14 B ORIZIE
Ees (56 BN,

ZOBALICEE LT, BGHIBK TRICHIR L7 3 BIOUNETIX, HRJEH o Kin A e LT
BFAEFRERPRD DN oT2, LovL, RIEEK TRHICHR L2780 © 2 Filik, RS HICIE
e A RRE N EIE U, SR o0 IR HE O 99 BEARRR 7 A0 AT FLISoc BB & bl U CEIgRR O b iu7e
Mol=Z Enn, REIFEEGIZE D ARECHT 2ERIIEERZFT L0 B2 bz,
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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 0 [ O 26 3 B E RN B 5538088 0 123 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
EICBI 58 18], 5 27 EIOEIRNKE G280 T, —IER, RIE, RRITEI R /8T A — 4 |
RFRLEXBEICHBT DEM ST A—F TR ORI 358D oo 7z,

Z Dt DEFEEHER °V

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 SERHERBR AN L TV A0, w9 % 2 O =2 A P19 5 f
HPEEBRERBRO BB G510, W15 7R BT LI Hh A T2,

REHRSHHHR

~ 7 AR 2 W E AR 55005 Y

A# % C5TBL/6 KON CD-1 it~ 7 2|2 50mg/kg £ TOHET 2 M GF3 ) &5 L&
ORI RIFTH 7=, RO~ AD 50mglkg #5128 W T, Kki&k&KE5% 2 H (17 H
H) i & & OV, I E & O DT 7R mESFRO b, Rk 5% 4 HE ORI
IR TR (43 HH) TIExIREE & i U T B 21X e o7z, £72, C5TBL/I6 ~ T A D
10 & O 50mg/kg 51236 T, B AV EPIRIR A 2338 BTz 23, CD-1 v 7 A TIIARSE R
FAZ X DA F IR LR b o T,

T =7 A FIv 8 JEMFFMRN K Oz T 57k 1

A% 50mglkg £ TOARETH =7 A Pz 8 GF9[E) RAEHARN TR Fib Lz L
TOBRFMIIRFTh o7z, RTFHEGO 15 O 50mg/kg, M NZERNPES- 0 50mglkg (233
WT, KRB E%3HE (60 HE) (AR 52 BE U 72855~ & B o Bhfik 7 BhfiikE P 25
DI (O, BN, AP, MAElE R OVRE 3 HAR) ORVEL, BG4S . MEM: A= Sl g oo 4 el 25
ORI ML O EICFR O Hivlz, LaxL, ZH 6 Ot X 12 [ OREHI K TR (141
HEH) [IEBOonz2noi,

T =7 A BV 26 FRHERN G505 0
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)

F7-.

PRI RAF T o7, 50mglkg HEOMETH G FIC A BRI N2 B,
T BRI T (186 H H) (ZHIF L7= 3 BIOINE TIL, ﬁiﬁ%ﬂm@%ﬂ@ﬂoﬁ(ﬂ
RJE D R an & M)
L\ﬁ@%(W4EH)@W%®ﬁﬁﬁﬁ%%%%iﬁ%ﬁt%@LT¥#
15 2 OF 50mg/kg FED 1/6 i [T v b &G WK TR (186 HE)
B OENARS BIRIE PE 2 D5

—7J. 50mg/kg BEDOMD 2 Flix, IRFEHIFH I

Z OZARIT B

72 AR AN RE
WD BRI o T2,
HifR] T, B~

efEha e CDIE. BE. Bk B, IHgE. FEMR. BUE R

TR, BB RE, MEEE, BRI Y SoNE . B K OMEMEARES) IR W TR bz, 20
AT TR (274 HEB) HIBBITIIERD SN ho 7,
REHRS SR
B () By 5 X§§§§% B (mgfke) g
. . e i £ B e i
<A 2, 1A% S | 0,10,50 (C57BL/6)
. R . . ) AR D25,
(C57BL/6 K. (*CD-1) (43 E1E118) 0. 50 (CD-1) (C5TBL/6D 7)
. . 0 (E#IRIN, % T)
. . 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 ——
BinEtER
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%m 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
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 %)

In vitro \ZHB T, AIEMED D W EFI L L2 ASRG/E T MR MM (PBMC) %1
VxR aN— kL, REEEEDOY A NI A IOV TR LTz, ZOfE R, mﬁ%mﬁﬁf
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) wEipE Y
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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X. EEMNEIEICET HIEH

1.

MRH X5

BHK T2 b U 7 AEEE 840mg
T MU 7 AT 1200mg

A R
A R B
) EE-EMEOLTZEICIVENTLZ L

Hsy - 77 ) A~7 (Bis /R R) EIES

. A

HhHAM - 36 H

. BERETORE

Bt . 2~8CIR1F

. IRV EDEE

20. MWL EDEE
AMFBRERITEDL L TIRIFT D 2 &,

R
MV—6. BHOKEEETICE TS

. BERITEM

BEMERLTA R AV

<FvVoLEy 7Y

Z OO BE T EH

cBENCRT T

ot

ZRE

P 2 M

Z NhN

[T —4. WEFAICBEL BT IR NI— 2. Z0oMoBEER ] 2R

. B—HS5 - RhE

FFEH N, — W AFOREIT 0,

. BEFfEAFAR

2016 £ 5 H 18 A CKE)

- RERFTAREABRVARES, BMEENEFAR., REFBFAR

1200mg

B34 HERGERRERR RBES EMEAZINEHERB BR5ERHMRE A B
— S IJj‘»‘ +/7 ¥
;Li;;}\u 7 IR HE 201949 A 20 H 30100AMX00261 | 2019411 A 27 H | 20194 11 H 27 H
= 9
T7ERY ZSEEE | 9018451 7 19 1 | 23000AMX00014 | 2018454 A1 18 [ | 20184 4 /] 18 [
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9. MEXEHREM. RERUARETEMENEABRUZONE
Tty YUY ERERE 840mg>

10.

11

ZHEH A

T VA

201949 H 20 H

PD-L1 BED RN ¥ RRENEDD HER2 MO FINANEE X 7L
(ZOWTRIREXIIZI R, FHE R OB OB

(nab-/37 U % &L & OHFEE)

Tty b Y RERET 1200mg>

ZHEFEHH

LR PVE

201812 H 21 H

(LFRIERIBIR DO R E RO 2B < TUIBRAREGEZRHETT « F3-F8 O I/ N e it )
IZDOWTHIEKR OHEDEN

IARTTF o, RIVEFEARORNY AT BIETHEEZ) &
OF H L)

201948 J] 22 H

M J A AR RS ) IS OV TREE U3z R, AR O R OB

2019411 A 22 H

(L FREARIBIR DR RO 2 B < TUIBRAREGEZRHETT « F3IE D I/ N fitisgs |
IZDOWTHIEKR OHEDEN
(INRTFFLRUTT AT FF o, 4 bLdt FEOEHEE)
(INVKRTZF o, nabs37 U XXt /L & OFFHEE)

202049 H 25 H

MOIERAREZR T | (S OWTRIRESUIRNR, HIE R O R DB

2020412 H 25 H

MEZERRIEARIGHRO PD-L1 BAYEOUIFRARE R MELT « #5158 DI/ Ml ) 12
DOWTHEKL O EOIBN
(A HL A #2 5-)

2022 45 A 26 H

[PD-L1 Bt 3/ N IRE (2 36 1T D IR AHBIIRIE ] (T OV Txhae X34

R HIELOHEOIEN

ORAHAE )
CREIIE
A T TR
O T T TR 1o C e . TR O o Bl
20252 H 20 B 1 gty )

M LA

BEEHM

BEENR. BIEBRARFABRVZOAR

(G k1) b ST 840m>

PD-L1 BGPED AV 2wk ~> HER2 f2PE D Fiiv A 6E

IR AL
201949 A 20 H~2026 41 H 18 H (FEAHM)

<TEY b YRi#EERE 1200mg>
(LRI IE AR O GIRRRE AR HEAT + FERE DI NN -

201841 H 19 H~2026 41 H 18 H (8 4£[1)

{EEARIEARIGIR O RV LB 2 B < UIBRANREZ2 61T - FR3E DI/ iife -

R N e

BIERARE 72 T e -

20184 12 A 21 H~2026 41 A 18 H (FE4:HIR)
20194E 8 H 22 H~20294- 8 H 21 H (10 4EfH) (F/ 9w HIESK )
2020 4£ 9 A 25 H~2026 41 H 18 A (FELHIM)

{EEABRIEARIGHR O PD-L1 Bk O UIBRAREZ T - FF3E DI/ e fifife -

2020 4 12 H 25 H~2026 41 H 18 H (FE4&HIRD)

PD-L1 B D IE/ N i (2 6 D IR i Bh i

2022 4E 5 1 26 H~2026 41 H 18 A (FELMIM)
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<EIE| &>
BIFEABE 72 fa B R MR IR 2025 4E 2 H 20 H~2029 42 H 19 H (4 4EfH)

12. RELHFEHRICEY T 5 1EHR
AANL, BEHIRICEET D HIRIZED STy,

13. &iEa—F
= EErmEEEMmEE | EIEESRI—F - Lt 7 rEENE
Ay == =
BR5e 4 INEHEZERD— K (YJ 3— K) HOT (9 #1) &S SZFLEI—R
— 1 [ S S
;;i;;}‘) 7 IR 4291441A2020 4291441A2020 199006501 629900601
— 1 b e S
;;iﬁ;;‘) 7 IR 4291441A1024 4291441A1024 125946901 622594601

14, RIRIGH LOERE

(1)

(2)

(3)

TX o Y 7 EEEE 840mg M VR 1200mg (2OWTIE, Fff HEE T 4 KT A it
BNER NV EVEICRE T 2 WA+ T 2 £ TOR, ARFIOBREEZML ZT 5 2 &N
FESNDEBEFICR L THERTZ & L bic, RERANREBLL-BBICHE R 5HRE & 5 2 &3 AlhE
IR —TE DB E - T EEMBECHERT 2 L)+ BT L,
GIBRRREZR ST « P38 O IE/INHI R it
ABUH 2 I BRARE 72 AT B3 OIE/NRIRIE ORI W2 5A 13, RO FIE % 22 HR
MEOREMICEEHT D Z &,
Oz T ol D> B, #4320 (MEHEMHT | b TR EEA] £TO 2 HikX4+
5t 0% i)
TR RKE DM ET D 03 A REHEIL AR (BB RS AR EERL R, i
DS ARSI HEL RO, HUES AR T L)
A R ERSREIE BT
v ESERFIRENE R ET D S AR (DS AU HREE R EIRE. S AR EE T 1R
e, 23 AR EEHEE R 72 &)
T ASRALFIRIEE A % U, SSRIESH L SRIERIE 1, A RIER LR IE2 e 2 X34
SRR SRR R 8 ORisR FEUE AR D B H 24T - TV D ik
A PUENENES AT & BN O gk K UEI4R D Jm 21T - TV D itk
QOWIZHET HEROEMHD 9 B ARANZET HIEROEMLE & L THE SN TV D E LY
T25b0 (TEMEMFET ) o TERIEGY ] £TO9 LN T2 OZEHE)
7 ERIRFFEUS S 2 FEOPIIME 2 & T L7212 5 L EO R ATREDOEERIHE 21T > TV
5L, 9b. 2 U EIZ, BAEYIRIELY L LTEBRIERZOPHEZ{T>TW\5D Z &,
A ERRFFERSE 2 FOVMHEZE T LRI 4 FELL EOBKRERZFLTND 2 L, 9
B SHELLEIE, i O AR 2 & TIFRERFOBRRIHE 21 To T\ D Z &y,
v EMGFFES % 2 FEOMIIHE ZE T LTI, il O AL Z & 5 L EOR:
WA B ZDIEMEIT> TN DI L,
QOARBUAN 2 fth OPUEMEREE A & 0P 256, WICETL0AEEGED I 6, 4 T2500 (If
BT o RS Y ) £ TOOI L% 15 0% wHE)
T HANKRTTF o, RXT VAR AT (BEHEz) & offfkE
A4 ALK AT TFUIFIINRTTF ) FORA M LFE FEOHHKEE
T HNRTTF RN Y 2R (TIT I RER) Lok
THE FERTR /I 0 e A
AT % 2 AL N OTRRIC W D 35A 1. RO HIH Z 22502 i A0 2 o i B Fe
THZ L,
O T Dl D> B, %4 T 2500 (MEFEHT | 26 HREEA ] £TO I bk T

110




(4)

(5)

%Y D% FE)

7 BAETEREDIRET DD A ILRRE S BN RS ARSI LSRR, Hisk
NV Sk % NV o] TN ﬂﬁﬂZZ’))/\/ 27 &)

A KrERERERPL

v ESENF RN RN E T D BN AR (DS ARIEEE ERPL. 25 AR EOEEE T )R
e ﬁi/uéﬁféﬁ@#‘i%@ﬁﬁm@k)

T ARALTFRIEEZRIE L, SRIES L RIEZRE 1, A RIS b s ekt 2 334k
SRS VLR 8 ORERY IEUEIZAR Dl 21T > T D Jitipk

4 PrEEVERE A AL B BRI O f sk FEUE I TAR D Ji A1 T > T B fitiak

QWIZH T HERMOEHD 55 ABANZEHT 2IEROFME & L TRE I TV DENLY

560 (MEMEET ) T TEMEAA ) & FeE)

7 EEIGFFERS% 2 FOPHITHE A& T L72RIC 5 FELLEORAIBIEOERIHE 21T > T
WHZE, b, 2FL R, BAEYEREE T L LTRSS ONHE 21T/ > T\ D
&,

A EEGRFFEUG% 2 FOPMMHEZE T LRI 4 F UL EOBREBREZFE L TWnWDH I L, 9
B 3L EIE, Ml D0 A SRR & & MR ERIR O BRRIHE 21T > TnH Z &,

LI
A BLH % FJE DI ﬁﬁb\éiﬁ/\i RO FIH 2 2R A E O R EAR IR T 5 Z &,
OWIHBT Dl D5 b, %243 560 (MEREFET ) 0 THsREEA] £ TO O Haxd 7

% b D% FE)

7 RAGBRENEET D0 AEEEML SRS (AE IR A2 ORISR, Hi
DN AR IEE L RURIE . LIS ARSI 7R &)

A FrERERER L

U HSENF RN ENEE T D N AEEERRE (DS AR ERPL. 25 AR RGEEE 1 )9
BE. 25 A2 HEHERERPE /e &)

T AR TFIRIEEZRE L, SCRIES L FREZRE 1, SRS bRk 2 334k
KREFAL FRIERZ IR 3 OIER BT R D 21T > TV D Jifiek

F PUEMIE S AL & ERNE O Mk FYEIZAR D | 21T > TV B itk

QW T HIEMOEM D 5 6 AREANCET H2IHEOELEF & L TRE SN TWDHHENLY

T5H0 (TEMEMFT ) X% TEMEAEA ] L)

7 EEGRFFEASE 2 AFOYHINHE A E T L7212 5 UL EDO D AIRIRDIGIRIHE 21T > T
WHZ k., 9B, 24FELL RIX. BASEWREEE T L LT BRRIERE T OMHEEZ 1T /8> T\ 5

ek,

A ERRFFIF% 2 FOYMMPHEZE T L72%IC 5 FLLEOILE O AL %2 & T3
WIS 7 DR IRIHE 21T > T\ b Z &,

@PD-L1 Btt, AT ZR/IKEME N CHER2 B TH D Z & 2R LR O EhEH B
B ERANHE 70 R e

AHBUH 2 UIBRASBE 722 TR ORI I W 2 56813, IROFIA A 7225 B B R =5 oo i AR L2 7T
WTHZ L,

O XD 5 B, %4 T 560 (MEREMFET ] D THEEEEA) £ TOH Hig4T

% b D& RL#E)

7 Fi“ BREDFEET D03 AL RPE S BN RS AU IL AR P, Hidek

PRI ORRE . HEgs A f“f?fﬁmiﬁk)

A thf/EH*é EJRlE

U HSEN RS E T D B ARHEEERPE (DS AR ERPL. 25 ARSI
Bt 23 AiEEEHEERL R &)

T ARAFRIEE A RE L, SRS LB R 1, SRS b RIEZ e 2 X
KREFALFRIEZ R 3 O s EEYEI R D R 21T > TV Dk

A PrEEVEIE AL B BN O Sk FEUE AR D | H &2 1T o T D itk

QWIZH T HIEMOEHD 5 B ABANZEHT 2IBROFMLE & L TRE I TV D ENiLY

560 (NEMEET ) T TEREAA ) &5
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(6)

(7)

7 ERGRZHRIGE 2 EOVIINHMEAE T L1412 5 L EORNAIRIRDOEIRIHE 217> T
WHZE, 9B, 24D EIT, BARKYEREE FE LTBRBESEZOWHEEZ{T>TWV\DH 2
L,
A ERRFFEREE 2 FOVMHEZE T LRI 4 FELL LOBRKRREBREZF L TND 2 L, 9
B 3L EIE, FRHERRSE O 03 A SRk & & T FIRR = O BRIHE 21T > T b 2 &,
@A HUHIFE 5.0 F51F % Child-Pugh 43%8
PD-L1 B I/ N AHE (2 35 U 2 IR fli Bh ek
AMUH 2 PD-L1 Bk 0 6/ NI IR ORI W D 8541, RO FHIA Z 2R A A0 E O g 2
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AFUZI T DR ITRIT, [V —1. ZheXIIE 2,
FERICH T HEFERFIKR

4 HKIE (2024 4 H)

WIEAFEH B | 2016 4F- 5 H

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).

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).
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2.2 Recommended Dosage

The recommended dosages of TECENTRIQ administered intravenously as a single
agent are presented in Table 1.

Table 1: Recommended Dosage of TECENTRI

as a Single Agent

Indication

Recommended Dosage of
TECENTRIQ*

Duration of Therapy

Metastatic NSCLC

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

Until disease progression
or unacceptable toxicity

Adjuvant Treatment
of NSCLC

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

Up to one year, unless
there is disease recurrence
or unacceptable toxicity

ASPS (adult)

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

Until disease progression
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

* 60-minute intravenous infusion. If the first infusion is tolerated, all subsequent

infusions may be delivered over 30 minutes.

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

Recommended Dosage of TECENTRIQ*

- 840mg every 2 weeks or

+ 1200mg every 3 weeks or

- 1680mg every 4 weeks

Duration of Therapy
Until disease progression
or unacceptable toxicity

Indication
NSCLC

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

+ 840mg every 2 weeks or

+ 1200mg every 3 weeks or

- 1680mg every 4 weeks

SCLC

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.

+ 840mg every 2 weeks or

+ 1200mg every 3 weeks or

- 1680mg every 4 weeks

Melanoma

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
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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.

* 60-minute intravenous infusion. If the first infusion is tolerated, all subsequent
infusions may be delivered over 30 minutes.

E4 EU (202449 A)
WIEKFZEEAR | 200749 A
ZhEE I3 2h 3 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 NSCIL.C

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 (HCC)
Tecentriq, in combination with bevacizumab, is indicated for the treatment of adult
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patients with advanced or unresectable HCC who have not received prior systemic

therapy (see section 5.1).

MEX O &

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

1L platinum-ineligible
NSCLC

+ 1 680 mg every 4 weeks

Indication Recommended dose and Duration of treatment
schedule

Tecentrig Monotherapy

1L UC + 840 mg every 2 weeks or Until disease progression

1L metastatic NSCLC + 1200 mg every 3 weeks or | or unmanageable toxicity

Early-stage NSCLC

+ 840 mg every 2 weeks or
+ 1200 mg every 3 weeks or
+ 1 680 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

2L NSCLC

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

Until loss of clinical
benefit or unmanageable
toxicity

Tecentrig Combination therapy

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
+ 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):
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.

+ 1 680 mg every 4 weeks
Tecentriq should be
administered first when

given on the same day.

Induction phase for

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 (.e.,
carboplatin + 1 200 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
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combination partners (four
or six cycles):Nab-
paclitaxel, and carboplatin
are administered on day 1;
in addition, nab-paclitaxel
is administered on days 8
and 15 of each 3-weekly

progression may be
considered at the
discretion of the
physician.

etoposide

+ 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
cycles):Carboplatin, and
then etoposide are
administered on day 1;
etoposide is also
administered on days 2 and
3 of each 3-weekly cycle.

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

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

+ 840mg every 2 weeks or
+ 1200 mg every 3 weeks or
+ 1 680 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
+ 1 680 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.

(— B

120




2. BB T AERKRIIEER

(1) M ~OF 5B T 215
AARDOHEH EoEED 194 AhERex2 AT 54, 19.56 i, 19.6 #23lm] OHEOFHEITLLT
DEBHTH D,

KFIZHEITHERLEDFED

9.4 £IEREZHT HF
RS D FTREMED & 5 I, AAE G R Omié & 5% 5 7 AW TR 3 5 3
PR ONE B 225 A I SOW TR+ 5 2 &, [9.5 ]

9.5 1F4F
TR SUTHENR LTV D ATREME D & 2 e MEIZIE, 1R OIS G L REID &l <
HEENCORFEETH T, RKEIE AT AT A T RBR I S T e, RHIE B
325 RIS 2B RADYE SV, WERSUIEERDEINT 2 e n’d 5, £
72 & b IgG i3 2@ 2 2 E RO TEY . AENIRHED B IR IR A~BITT 5 alEM:
Ns, [9.4 M

9.6 RELI%
R EOAGRMEL AR BOARMEELZBE L, BAOMKGUIFIEEZHRETT25 2 &, BA
DOt FHHHFASOBITHEIZOWTEIARATH 55, & b IgG it FILHFICHEH S D Z &
DHIHILTVND,

<FDA CREIRAXE : 202454 R) >

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 (2024 43 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
REIRCE (20244-47) 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

EUMDSPC (20244-9H) 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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