H = Al
IMFINZI Injection 50 mg/ml

HElE®Z > 55 001088 5%
PREFESEM e FH
hRZ<HH#A 2025-11-01

MR

DurvalumabZ2—EZF 45T Acie1 (PD-L1) FEERTTEE - Durvalumab 2B DNAZE A 1
ERFIEENPEEEINE (CHO) AP RHEMAERZIKEBGK (IgG1k) EtkiniE -
IMFINZI (durvalumab)s@ it 5 TR B2 —EEE - EHEL - BHEIAE  BEeZRi=
BAR - EORRBHI -

SEIMFINZI 500 mg/Mi&500 mgfdurvalumabf10 mUARE S - @mLEdurvalumab 50
mg ~ L-histidine (2 mg) ~ L-histidine hydrochloride monohydrate (2.7 mg) * o,a-
trehalose dihydrate (104 mg) - Polysorbate 80 (0.2 mg) 1 E5¢F7K(USP) -

SEIMFINZI 120 mg/Mifi 2120 mgrddurvalumab?E2.4 mLAK S - mL&Zdurvalumab 50
mg - L-histidine (2 mg) ~ L-histidine hydrochloride monohydrate (2.7 mg) ~ o,a-
trehalose dihydrate (104 mg) - Polysorbate 80 (0.2 mg) F)F 5K (USPEAR) -

11 BUEIKRZE
Z{EIMFINZI 500 mg/)i&500 mghydurvalumab?E10 mLUAR S -
SZ{EIMFINZI 120 mg/MMi£120 mg#ydurvalumabE2.4 mUARS -
1.2 B
L-histidine, L-histidine hydrochloride monohydrate, o,a-trehalose dihydrate,
Polysorbate 80, J£5¢F7K(USP) -
1.3 HEE
paa-npyil
14 ZERINE
EEHE/NMVIPE2BEREALE  BEEEMEEZAR -
2.1 SEhAReAmE (NSCLC)
o HZICEEMHA - FRUVIBRERA/N>427 B /5 (and/or) ME#E 73 HA
N1&EN2) - MEMWEREREFZ52 (EGFR) RE S B &M E RS
(ALK) EHARIZE/ ARG Hb e B A Jm AR BT E M8 8 A 2% (neoadjuvant therapy) -
0 S F G B AL 48 B2 18 R IF A B BN A B %% (adjuvant therapy) ©
o ERE—FZL ARBESIKE - SAFMUIROIE/ NMRAE - BES2HE
ARESHIBERERBERAREHBA -
22  /NARaRhEE

P.1



» ERE—FL  AERABRRE/NAMRAE (LS-SCLC) - HEZRP ZREER
ST AE (CCRT) BIBIBEBRBIENHEARA -

» fF etoposidell % carboplatin 3% cisplatin & 2 — - BRAREEH/ AR
fifif (ES-SCLC) Im ARISE—#RAHE -

23  IEERE
BAcisplatin & gemcitabinefff IS A& B ik BAsk BB M IEE R (biliary tract
cancer) ZBAREA °

24 ez
Eitremelimumab Bt - BRKIEER G ES T B WA 2 ik 8RSk A TIBR 2 BT 4B A8
BRABA -

A RA: AN e AE 2 G A s BR (HIMALAYASL BR) P A A B9R B i B¥ P - 7L Child-Pugh
7 - FBAChild-Pugh class Afs A - D &&Child-Pugh class BfEA -

25 TFEARERE
BRARUESEEAENREMMPANERYFEABRERARAZE —HEE -
,\szﬂ:F"FF/éféé EARBENRABREU N ERAE

— B AR BCIEB INRERRPA (Mismatch Repair Deficient, AIMMR) B9+ = A &
%S'Efﬁ_/\ °
- ##FOlaparib B IEECIEB IHEEIE® (Mismatch Repair Proficient, pMMR) FF =
WNEREREA -

26  BEERtE
EAgemcitabine Kcisplatinfff B - B AR Z AR E FILELBE R R S A%
FA#(neoadjuvant therapy) - WA IRFRIEBEREUIBRTTE - EBE B FERIERBENAE
Fi#Z(adjuvant therapy) -

REKRE

3.1 FZEHE

IMFINZI BE—ZEY;8 & K IMFINZ| ftREMSER - EEEHERRER 1 - [REXRER
Bil(12)]
IMFINZ| kBB EZ:Em BB REIRE T4 - [RAERAZ3.2)]

=1 : IMFINZI Z=&%&

8 FRE IMFINZ| Z&TE ARG ERE

oI tTIBRAOFE/ )N A e it 22 RREIOAFTUEZREA ¢ | EEIREEEZFMIRR -
(NSCLORIRIEM K Fili 12 | Filopy : @3B —R1500 |E% - BEFEAMIHH

LN Y= mottAZRLE" - &Z4 | BlL  AEZMEI2ES
EBH - i -

5% : 18 4 B—R1500
mgE—E% - B212(EE
i

P.2




RRERMIOATZAA :
Fiory : 3B —x20
mg/kgfZ bR - &
ZAEBE -

Filog . §48B—Rx20
mg/kgE — X, &% 1218
BER -

5 ER0% HASE/ AR AR i
(NSCLC)

RREI0ORFTUEZBA :
10 mg/kg - 2B —R -
%1500 mg - B43B—=RK -

BERWIOATZHEA
10mg/kg - B2B—K -

BRERRIE - BERA
M=AEN - NEE121E
=

1BPREA/ AR AR AT (LS-
SCLQO)

EXET 2N EE RS
98 (cCRT) %

FREIONTULEMREA
1,500 mg - B43B—K -

BREARIE - 8ERA
M2EH - HEk 24
=

EEARMIOATHREA
20 mg/kg - B4B—R -
YERUHE/ ) Al B A e (ES- BEIOLAFUEZREA . | BEFERR{ b EERE

SCLQ)

833 —% (21 X) 1500
moft LR - HAER
5 - 2188438 —x1500
mgE —ZY AR

BEERHIOATZRHA
F3B—R (21 F)20
mg/kg Bt FRILE - $tAEE
1 - 2 ES4E—R20
mg/kgBE—EEYRE - B
HBEEBANZE30 kgll L5
JJ: o

MRS R LE

I

Bt

&&= (BTC)

1

BEE30ATLIERIRA ¢
F3B—R (21 K) 1500
moftALE - 5%8EAE
B - 215848 —%R1500
mgE—E% -

P.3
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BB RWIOATHIRA
3B —R (21 X) 20
mg/kgBtFILE - 538
BB - 2 EE4E—R20
mg/kgBE—E% -

it BR =X SEOA IR 22 T 40 Be
% (UHCC)

BEE30AT MU ERREA :
F—ENE—RETE
—H =300 mgZ
tremelimumab?® - BE&%
T-1500 mgRIIMFINZI -
2 B8ABFERIMFINZI
1500 mg s B —aE

) -

AREERM30 ATHIRA ¢
FE—BHNE—X4ET4
mg/kgZ
tremelimumab® - BE#& %
%20 mg/kgHIMFINZI -
2 #8548 ERAIMFINZI 20
mg/kgiAE—AEH -

FBPNEHEEE -

484 TIMFINZM S E
— AR ERERRE
BRERAMRBURL

FEREE

FRE30T U EREA
IMFINZI 1120 mgff =&
fR{EE* - 8338 (21 X) —
R BOAEEEMERZ6
[EEH - fE1eE 4 B—=R
1500 mg fFRE—FX
(dMMRJEA) - S HF A
olaparib® 300 mg S A/
R (PMMRIEA) *

BERERR(ESBRERA
M=AVEER LE

AR RICEL BB =RVl
AIRIE VAR KR )
Vi=psdasE

FEE 30 AL ERmA -
MTRIAIE M A& © SRl
3#—=X 1500 mg A
gemcitabine &

cisplatin® - 3t 4 (&858 -
rEEEaE . FES 4
FH—R IMFINZI 1500 mg
B—EYaE - &% 8
HEER -

P.4

EREmRRCRBETR
BRIEF - 183 - S8R
AMENBERLE - &
228 EEL -




3.2

FREARm 30 AFHmEA ¢
irBI RIS MR « FiloAl
33— 20 mg/kg 7
Figemcitabine &
cisplatin® - 3£ 4 @385 -
o EBaE . FihEes 4
B—= IMFINZI 20 mg/kg
B—ZYak &% 818
B -

*B—RKANBIHEA IMFINZ - BETIEE - EIMFINZIGBCEEEY) BER S5
SEHEZ(HEER -

SE—X MBS HEAtremelimumab - BiEEIMFINZI - & Btremelimumabi £t
BIMFINZIEE - £RBtremelimumabf{HEBIEE -

*&olaparibZ2IMFINZI# FEs - £ Rolaparibfyfi BB EHH -

EEEZYEY
E
o MR - HARMEMAFER T  ARG{ENERESERUYENEES - W
RARES - SBNA BV - AIEZR/N -

o EDESIE -
o HIMFINZUNEDHEFBER - T A250.9% LN E5 R 5% B a5
BB H ST - KRHDELIRSRBEE - AERDER - REARVE
(R EZAET mg/mLRI15 mg/mL2 R -
o EEEHFIBZEHIMFINZING -
R T
IMFINZIAZPRIEHE -

. BIFHMBRIEEE2C E SCCEMEALSREDRPITLS 30 XEE - ME
BHESE (818 25°C ) EMERLSHEaCRIPTERS 24 N\EET - B
AU SR  BEREORREIER ; MBEETIER - N8RES
RN ERBEERIGHEERESS  $RMES - % 2°C 5 8°CRERS
24 NBHERET (85 25°C ) FBBS/NE - BIEHR ST IEACBRE
B TR -

. RBEL -
- FEESR -

pm
- BRANSERE - BEOBEE 0250 224K (micron) ERIBHEE NI

BT ERBE607E -
- BEZEmEMEBNEIR  BEIEGNAR:S -
EIMFINZIF G FER M 2 aa 5
o HFPTARIRENEEE M) BT -
s FAEBBR—RIIERERKATHMEY -
« BRZIALE  F2EMENSRIRESEM -

P.5



3.3

» BRpemetrexed - FELRMENSHEIAEEN -
BSHEE  BEIEF
EIMFINZIFE G FHtremelimumab i
o SL#iFtremelimumab - EEERE—X&EIMFINZI -
EIMFINZIR GEBEZRF
o SEHEIMFINZI - HEER —KRLBETEE -
BFEE | BEReR
EIMFINZIF G FHtremelimumab
o ZaFtremelimumab®Fo00iE%E - 22607 E - BERNE— KBS INEE
IMFINZ| 6077 3 -

BREERARE

EEAZRD IMFINZI BIE - —fRMsE - #HREE (E3 &) 2RNMTEEARKE -
IMFINZ| FEE A 4% - IRNBEMGR (B4 4K WeRNEUHARNE - EXEHFE
M RENGIEENERE (B3 &) RENMEHARKE - siRRFERAREEEREE
12 BAEARRERERESRE2/NREREX 10 mg prednisone St &M £
IMFINZI| FEX X 5=
A IMFINZI E—& A2 IMFINZIf Btremelimumab Si{bE 2 B S —A %
AIMARKRIE - BRZ*E 2 WA -

R2  FRRENERT =R

FRRE BERE EIE:R
RENERARKRE [EEZRTEFE(51)]
P 3% 24K R Azt
3844k KA EE
rEBR 21K Ly N
3 #R #r L azt ey ko (et
AR I/ NEE
BB (REESE KANFEE
I3k H @ AR R IE AT IR ALTSRASTIEMNAR 3B ES | sy rsg g’
fEULN
1
MIEAREMARTISEE
3f%ULN
ALTSLASTIZEINA R 8F KA
ULNEEABREAT Z=IZANAR3
fEULN

P.6




FREmRRRFE | EERALTRAST AR e’
1% 3 f ULN BH#A
5 5 4% 10 4% ULN

A
85 ALT 8 AST AR
383 5 % ULN BISIIA
5 8 % 10 4% ULN

ALT g AST #I0AR% KA N 2

10 & ULN

5

HAREAT RILANKAS 3 13

ULN
ADWEE 3344k FRREERRRA IS

TE T} Ik Bx B & KA f5 2&

B35 LEBE B T BE S 1t 2 50 3 RMPAERAS | =gz

4 RIMPBEE A S KA 52

FISEM R ERIE (B1FE4EX | B¢ SJS ~ TEN = DRESS | srrss st

f0E) —

152 SJS ~ TEN = DRESS | kR 52z
DAL (BEERTESE |2 3544 AN
(5.1)]
Ty %24 ——
£34 8 XA
IR
TR [REERE | 152 b BB S B TR
REE G 35044k A (s

ALT = RIRFE8EMREE - AST = RFILIZELEERZEE - DRESS = ZY)Z S HIEFALMAE K
5 - SIS = REFERRAIREE - TEN = SHREBMIAE - ULN = IEEE LR
*RIBEBBEREEMRIE RARSHERAEL03R -

"EEREREEERESEEEHMARE 0 E 1K) BFEA - KIERE - BKKRE
HEREER 12 BAKRTEZNE D WE - SiRBREEEREE 12 BAGSEERER
BX 10 mg prednisone DI'F (B ZEMEIE) - KAFE -
IMFINZIE2tremelimumabff R &S B £ 2 = RS XS - BIXKXERIMFINZI -
SRICHFIERIRA - WREEER AST F1 ALT /MiRE RS ULN - BIKIBR B IEFF AT %
BARTE IMFINZ| & ALE 2] K R (FEE -

A

el

P.7



L IRFIR

RENEUHARRIE

IMFINZI 2Etkiige - ILEARZEY o et EMIE TR A2 1 (PD-1) SiatEH ARSI TE R
1 (PD-L1) 455 - [HER PD-1/PD-L1 B&EMmEREEIIH - oJReRIRBEM RIS
MEBENTEUARKRE - EERIBSEPIILEENRENTEMARKE - BRDH
MEFBCENRENBIERENEMARKE -

2 IMFINZI fERE—FAS bR - SNZREEREBIMFINZIE—FASZE
IMFINZIE2olaparibtF B - HR M EMARREBHRERNBREREMRL - BRIES
B -

RENTEUHARREOEREN D - oJRERTMORE RMAES - FFYE PD-
1/PD-L1 TS e RENEDRRE - ERUERERENEUEARKRE - RENE
MARREHRERE PD-1/PD-L1 [RETMES AR LR - BUIEREFEZE
IR -

B REETEERENTEEARKRE - #ERZZ (M PD-1/PD-L1 [HETRES - &
TIERBA RS LR O BER R I T E M A B R BROER RREEAN - EEEERADS
AR - MRS RE R - NERE RFARRINEE - IRFLURENTEMFRR
& BETEENZEHREUREMRE - SR - UETEREE - 63
ENEREM -

REBREREEAREIKAFR IMFINZI [RRZRBE 3.3)] - —MMsS - &FE
HZiESFLE IMFINZI - BERES M REEERAE (BH prednisone 1 mg £ 2
mg/kg RENHIE) BEFINEZ 1 RUDN - HE2 1 RLUTE - RARBEPEELRER
BEEME  F5EZD 1 ER - RARNRENMEEARREE AR EHERRE
fl - BEREAENESHREHEIE -

A—EFEZBUHREBENARKE BIUNADTBESNEBRE)  SHEEER
amdn R

IMFINZ| aIgES e E T EMMR - BERBIGIEMEAFRAIEA - i EERR
EHIMFINZIE —& & E

ATEIR 1B LG8 BRI RN

TR ER IMFINZI B95E A - B8 IMFINZI SRR E RETHHAEE - |
RENMEBMUMKABRERT 24% (34/1414) - RS (<0.1%) M 3-4 4% (0.4%) &
RBNXFE - 34 B ASHE 19 A& - B 5 AKAFE - 19 % (19/34) &£/
IMFINZI /8B RI R SR BUERRMBA - FEE2S R EBEEE -
FIAIMFINZE BRI AR ZEZ I EEREA - IMFINZIA@HBR & H AT ERENSEE
TERAMARE AR « ES-SCLC BBTCR AW G HEE - SR M EEMMKAISEERR
MBRELEEMREM -

ATHIE =B IS8 R ATB A
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72 PACIFIC s Bas - AOJtIBRpIEE = BASE/\ARREAH Y (NSCLC) 'm A=A

IMFINZI J&%RT 42 RASTARRAMRIEE - EX (BFENEEMmK) S8ERTE
IMFINZI 2874 18.3% (87/475) - ZE 4% 12.8% (30/234) - #= IMFINZI B9fm A
BH(475) - 1.1% RBIE - 2.7% % 3 BBARKIE - 87 BWADPE 50 A57%)%ER - B
27 BTR)NKAIFEE -

64 & (64/87) £ IMFINZI A ERESBUEENMXBEA - FE2EEM L ELEE
iz - 2 AEEH infliximab MEeX S EE#E -

FEADRIATICE B2 - BFREA/NARPEffE (LC-SCLC) m ATERGBIMFINZLEERI42 KA
SR EE - B (EEMaTHEMX) BEREIMFINZIER14.1% (37/262) - 2
M 48 /6% (16/265) - #FEXIMFINZIBIEA S (262) - 0.4%ABIEEARBRIE - 2.7%%
FEIMABRRIE - 37TBHBATEIIA B1%)ERE - B18A (49%) KA FEE - FIARA
BEFEETEUHREREREAE - B1AFTEAINliximabilESH 2 EEEE -

IMFINZIE2 Tremelimumab 3 FH

1.3%(5/388) #E=IMFINZIf FAtremelimumab 28 A & &£ @ M EMIER R M
% BIEEIE0.3%)M%E 3 RAERE0.2%) - STE AP BEIUER - BIMUKXKAE
F - FiBRASTEZEEURESERE HP4Um AR SHEREHEREREE
(BRZE/D 40 25 prednisone SLENZEY) - 1 AEA(1/5) R EEH MR EH

-

RN BEBRR

IMFINZI aJgES e M EMERX - SHBER - REHERI A RE T EMHA
BERmA - BEEARAS (CMV) BE/BEENRARE - MIRBEXDHERFH
REEER - BERBEERETRAZEHRE - DAHRAEMKBR -

EHIMFINZIE — 5 /&2

EZ IMFINZI 9B A D - 2% (37/1889) B4R BENEMLERX - BFE 4 &

(<0.1%) 1 3 #% (0.4%) FE&XIE - 37 BMATHE 27 NER - B 8 AKAIFEE - fr
BRENEMEBLARASTEZGUHNERERRE B2 A (2/37) REHMRE
HHIE (40 infliximab ~ mycophenolate) ©

IMFINZIZ Tremelimumab 3

6%(23/388) #E=IMFINZIfF FBtremelimumab 2w A Z 84 B N B4 K e
B BiEE 3 RARKIER.6%) - 23w AT BE2RUEIR - BSAIKAER - AR
A ESEEHRERERE - 23 IRATE 20 ISR ENEERRAEEXRE
/> 40 258 prednisone SENEEY)) - 3 BR AR EHA RIS -

EIMFINZIE TremelimumabffFa R E MRS - WAZBEHBZFA -

REIT BT R

IMFINZI BI8E5|RERIE /T BT X -

EHIMFINZ | E— 5 22|

%% IMFINZI 89%m A - 2.8% (52/1889) ssERE T EMNFX - B3FER AR (0.2%) ~ 4
#% (0.3%) A1 3 #R (1.4%) FRXFE - 52 BmAR 21 AE#E - B 6 AXKAEH

P.9




IMEINZ| - FiBRENTEENXFAESHTEESHRERERAE B2 A (2/52) F
£ F mycophenolate NS EI £ HEEE -

IMFINZIZ2 Tremelimumab 3 FH

7.5%(29/388) #=IMFINZIft BtremelimumabZm A B EERENEUNTF XK - B1F
HIE(0.8%) - FARARKIE(0.3%)FEIRARKIEED.1%) - 29w AT H 124118
R BIIKAER - MBEMIEASESEEMLERER - MEE29MmAEE
ESEHEREEEESEEXRE) 40 =5 prednisone SLEMEEY)) - 8 iIfAA
(8/29)FEETHith B HNHIE -

SN BRI

B LIRIBEARE

IMFINZ| BJ8E5 |RE[R 3 Ml A 33 M B EIRTNBEA S - 2 ARDI LB FIRTIEEAR S - [B&
TTIEMNEE - ERGREARAFTECHAZERERS -  REREREGAMREINKAFH
IMFINZI| [EFE)ZRFFE (3.3)] -

EAIMFINZIE — & & E

#% IMFINZI B9m A - 0.5% (9/1889) BRERENMEME LIRIBEEAE - B 3 &K
(<0.1%) FERE - 9BWMABIAER - BREREDBAXKXER IMFINZI - FiB
B LRINEAERAEFTEZESUNREEEE SR , HRAZRINEREZEHRER
ElEZ -

IMFINZIE2 Tremelimumab 3/

1.5%(6/388) #EZIMFINZIftFtremelimumabZ R A SR ERB N EUME EIRINAE
E - BIEE 3 RARKRE0.3%) - 6B AT BMUER - BB ANTERES S
SMREHERE HEPAIMUESSHENERERAREBRED 40 257
prednisone 5§50 ZE4)) -

FEREK

IMFINZI aJgES e M B RS 3R - FERSR O pE IR AR R M BB IEEAR -

BIgNEaRE ~ ROCHREGRIE - FISXOIRES AN NERIIBER T - RIBEAFTERFIE

ek - BERERANRETEL -  RERERELAHLEIKAFH IMFINZI[Z/H4
KHE (3.3)] -

EAIMFINZIE — & &5

#X IMFINZI B9 A+ <0.1% (1/1889) 34 3 TR K/Ha N ERRINBEET - 2R
N2 B REHEEREGE - ILSHIREMKAFR IMFINZ -

IMFINZIZ Tremelimumab 3/

1%(4/388) 1#=IMFINZIB Ftremelimumab 2 im A B £ R E N E MR T EFE IS /M
NERINBEET - MMImMATBEMUER - MURABESEEUREERERE - MEF 1
UESSHENEHEERSEERXE) 40 =58 prednisone ENEEY) - 2K A
SEERNDWAE -

P.10




AR B

IMFINZ| SIBES e E T EM B ARIR R - FiRIR oI BEH BB R HBEA DM ES -
ERIRBRINBETLE 2 B Ol BE SR E FFIRARTNBEIR N - RERAFTEH FiKIRINBEE N R
ZWMAFL - ABFEIRRINENENEREES - RERERELAMEEEH
IMFINZI| [ZFEZRFFE (3.3)] -

EFARAR E

EAIMFINZIE — & &5

%% IMFINZI 898 A ® - 0.5% (9/1889) B4z M E M BiRERE - BIHE34K (<0.1%)
ABRRIE -9 BIWAB 4 NERE - T NKABE - REAEURRIFZBAF - B3 A
(3/9) FE=BMKEEERAE - 8 A (8/9) FEZANNWEIE -

IMFINZIZ2 Tremelimumab#

1.5%(6/388) #ZIMFINZIff Atremelimumab 2@ A 84 B M EMERARIRXE - 6
MUBAPEMUER - 2 BRAR/O)EHEZEFMREHERE  Hb 1 EBEISHEE
FEEEREAEERXE)D 40 2% prednisone L ENEY)) - MARAHBZEZEHMA
B - BIEAZEBFREL - thiamazole ~ carbimazole - propylthiouracil *
perchlorate - $58E & FE ET = B PFHERT -

iR RIEETLIE

ZFHIMFINZIE —5 %]

X IMFINZI B9 A+ 2.1% (39/1889) 32 ERETEMFRARMRINEETLE - 39 BB
AHE 30 NER - BEREMKARE - RENMEURRIENBELERAS - B9 A
(9/39) FEZBHREHRERAE - 35 A (35/39) FEADWEX -

IMFINZIEZ Tremelimumab 3/

4.6%(18/388) H#ZIMFINZIff Btremelimumab 2 & A & &4 & /T B BARBR T AL
TUE - B3RS 3 ARARKIE(0.3%) < 18Am AR AISAER - 20IEA(2/18)FHEZ
SHENEHEEEAEBXRE) 40 25 prednisone HENEEY) - 17TAIBARTEH
& & (thiamazole * carbimazole * propylthiouracil - perchlorate - #5&f 7 B3&EFH
RIS B BEERE) -

FRBRIIGEE T -

EAIMFINZIE — & &5

#X IMFINZI B9 A » 8.3% (156/1889) &4 & M EMFIRIRINEEET - BFE

3 R (<0.1%) FEKRE - 156RBAB3TAGERE - BEREMXKAFE - B 11 A
(11/156) FEE= SR EBEEE SR - MAZE (152/156) BAFTERIFIRIREME
FEOK -

IMFINZIEE Tremelimumab # 5

11%(42/388) #XZIMFINZIf Ftremelimumab 2w A B 3£ & T E M BHARIRINEE
B - RUBAFESUER - 1 IR AFTEISHERESERAREBRED 40 =

P.11




7 prednisone 3EMEEY)) - FIBARABEEZEMAE (thiamazole -~ carbimazole -
propylthiouracil ~ perchlorate - #5&# %8 PH ERTISY B FEERH) -

IMFINZIZ2Carboplatin and Paclitaxel # /4

£ IMFINZIE carboplatin and paclitaxel ff F/a B mA S - B14% (34/235)
HIR T BN EHEARIRINEEET - E34BRATAESMUER - 5347 WATHEILE
REETADWEE -

FE—HWEERE - OB BEE R A 5
ERAmASMES EMERBRENER - REAFTERBRERGE - RIBRER
EEAHAENXAEFER IMFINZ [ZFZERAZE (3.3)] -

EAIMFINZIE — & &5

#EX IMFINZI B9 A - <0.1% (1/1889) 84 3 BB N EME—MHERKRE ° 2w
ANBEZERPRERAE - BXXFR IMFINZI - 3822 A (0.1%, 2/1889)EFE
BRERAFENSMESH - REIRESIIARER -

IMFINZIEE Tremelimumab ## FH
211(0.5% - 2/388)#E=ZIMFINZI##Btremelimumab 2 A EER=FEEFEE R AE
MSMmiE - BREREEMIFRIKE -

G 1) B S (4 BB TN B BB
EAIMFINZIE — & &5

IMFINZ| BJ8E5 |EER B T B M B K -

EX IMFINZI B9 A - 0.5% (10/1889) B8t BT EME X - 611 3 &

BAEBEZE MR EBERESE -

IMFINZIE2 Tremelimumab 3 FH

1%(4/388)1#% = IMFINZI# Btremelimumab 2 fm A Z B ERENEUE X - BES

3 AR KIE.5%) - MMImATBIUER - BAIKAER - MERAHSZESES
HEEHERE  HbB 3 UBESeHENERERAE (BRXE) 40 2%
prednisone 3% 24&EY)) -

ENBUKERE

IMFINZI aJBES e & /T M 2B Bl 52 B K (B R AR BBJE) - A3 PD-1/L-1 PRI ES
DREFEMRER - BIEEESBREERE (S)S) - VP EPLALMERESIE
A (DRESS) ~ SMRZARIE (TEN) - SNHEBE &/ )NHEE Rz o sEamEE 2
EIRFIEM RS - REBREREGAMAZESKAFR IMFINZ| [EHZLEAZE (3.3)] -

1ZHIMFINZIE —& %]

2% IMFINZI (AP - 1.8% (34/1889) BAERBN B HBHRER - 05F 3 &
(0.4%) FERM - 34 BRHADE 19 NER - B 2 AKAER - FARBNEERD
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BEEXRBAEFTEESUEREHERARE -

IMFINZIZ2 Tremelimumab 3 55

4.9%(19/388)#E = IMFINZI# Btremelimumab 2 m A BB E R ENEU R B K E
K BEFEAR(0.3%)ME3R(1.5%)FARRE - 19MEAFE1IMER - BIKA
ZA - I ERASRTESEEUHLERER  HbBF12UERSHE N EHEREAE
(BRZE/D 40 25 prednisone S ENZEY)) - BB AES iR iHEIE -

oI5 71 5 e e S

IMFINZIE2Tremelimumabff ROl BE 5 [#E S & 71 & 14 R Bl 3K

IMFINZIZ Tremelimumab 3/

2.3%(9/388)# = IMFINZIff Atremelimumab 2 E A B AR M E L RMEX - B1F
AR (0.3%)FNE3R(1.5%) A RXIE - MW AFTBOMUER - BB ARTES
TEUMKEERERE  HY7UESSHENERERAE (BRXEV 40 2%
prednisone 555 30%E4)) -

Bt B T EUARRE

MIERR EBENRENTEMARKE - %= IMFINZI ~ IMFINZ|E2
Tremelimumab B -~ SUEFE M PD-1/PD-L1 [HEMAZRRASD - RERBER
1% -

Df/ME : ALK ~ OEIFESR ~ MEK -

PR 24T - BaBR SR~ szt ~ BEERMPEHIR K ~ MEERR/EENEN (BEE
1b) ~ BBEAEIRRS - A ME - BiRRBaEmE -

ARAES : CIRER AR EMRR - IR REMERE KB M - FLEZE oI BER AN R
Bt - OREREARREENRNRIE  6FKA - IRFEEXHBEMRENTEME A
RxfE - B EEEREHEKE (Vogt-Koyanagi-Harada fE1EE) - OJsERERAES
MEE A% - LURD KA KRR E R -

BBERE : ERX - eRMBERMEEREEAS BX - +°EB:X -

BRI & 88 FlAs Ar AT A 8 - L3k /3R ~ AU ARRAE AR REE DR B RIS - B
B3k ~ RUBRM D MEALRBIE -

A : BIFRARIRINBEIR T

Bftt (I&/%4&) : AMMEN - BEARMEN - BWMIKEMEABIKIEE - 255
KR EREIERE - ABEIKERIEMEMELE R (Kikuchi #HERRR) - HRERK « & MM/IVMR
B  BRESEBEIF  HtBENT (BEAEREY) -

wEHE R e

IMFINZIDJBES | e R E 3k /B R A mn VB F 1B R [ FE -

BRI TR R ERNBUEREAR - RIBRELREDE  BER TERXIYKAER
IMFINZI [RRERBE (3.3)] - 1A 24T HEANRIE  EEBERTFERER =8
ST TRFMEZEY) (pre-medications) -

1EHIMFINZIE — & & H)
2.2%(42/1889) #= IMFINZIBB A s E8 LR E - BFE34K (0.3%) FR&FE -
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IMFINZIEZ Tremelimumab#
1011(2.6%)EZ IMFINZI Ftremelimumab 2 75 A & 85 8 1ERE < FE -

{EFA IMFINZI #RYRES HSCT 1 331E

WARZEREMEFAMBE (HSCT) piig - F&EMH PD-1/L-1 HERES)S R - olRESk
SRR BREG R - BEARHFRHEEEBEYNBEEER (GVHD) » =4

GVHD - &% GVHD - BEEIEREBAENHRFIKEERR - UAFRBEREN
BREVEIRRY CRELRRIRRA) - BIEETE HSCT MfERA PD-1/L-1 FREEI 2R - €A
AMECE - BB ET R R -

ZHEHR ARG REBBERBEHE - WK AR - 232 HSCT AIg - BZE
£/ PD-1/L-1 FREM 28RS BFREE -

iRha-la5R St

RIBEEREGEANREEBVMRNEIE - EAT2ER - IMFINZITEERREGE
= - ERYEEMRD - HREBRKERELAMERE 2 %4 FdurvalumabE 22
E BREARRNEENERETEN - SHEFEHIRZAOEERR - &8 EHEE
ML - FEERIMFINZEAEEIE R IR T IMFINZIZRRE £ 12 318 B #2154 A B A0 %
ZEt[RESREEEESEIE 6.1 63)]

migs

= HolaparibRHaE A BIMFINZIF - #&IMFINZItR 2 tab&EE - LIRAAL
KBEAR (pure red cell aplasia, PRCA) HEAHSE - IRERF/PRCA - EIFLE
IMFINZI K olaparib;a% -

= AolaparibRHaE A FIMFINZIES - #EIMFINZIftRZbER - LR85
BELAMMEM (autoimmune hemolytic anemia, AIHA) ZEBIERS - MRER
AIHA - FE{ZEIMFINZIKolaparib;a % -

6 RRBEIESIER

6.1

S

RIBRE B TRRVZIRMEERES] - 24 T2ER - IMFINZITBEERREBE
[REEFH (10.1)] - REBRRZEERIMFINZIB S HEUE -

EBMEEMRS - HEEBRCHERIRZIER 2 BB 4 FdurvalumabE LLER R H £
10 mg/kg (LAUCETE ) WREESX 6 £ 20 F5 - UHRIRE - RERRNE
EMERLTIENM (REER) - CMARBIKERGT (I9G1)EZFAMRRER ; ELIE -
durvalumabtJBEE KM IEEHREETNRE - BENZ2EAERHIBEEER
bz -

EEE—RAR - BARARERZNEZLKRERERRENGFTERERDBI%2-4%
#15-20% -

2B

BYEE

W RSP FrEE - PD-1/PD-L1REFEBAIT IR IR Ra0R &M =M & 5 T ik
WEZEM - /) EBREERRZEIND - BUREEPD-L1MRBESZEMRRR
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6.2

6.3

6.4

6.5

% DIBERNAEEM I Mdurvalumab B EREBENTE - HRRERELT
durvalumabBEZID 1% - FIAETEIEZREEXNREAREIZ10 mg/kglt6E 2015 (U
AUCETH) - #aTdurvalumabB R EE - lRERK (REMILE) MFELILTIEMN -
HEE—RIOFEEY MBS o408 Eldurvalumab - #7rdurvalumab&Z ZFiE 558 -
RIBEERHES - BBRF|ENdurvalumab o sEZ 1L MR A EREENREEER
BRENREE - MmEPD-1ERZIR/NEFEEREREER WS -

B2

EiRiEE

HRDLABRAR AEI T PFEdurvalumab ~ HIIHERSHBRNFE - SUHFTRIER
Er8E - SHBENIQCEDMEAILT - B ABSEIMFINZIGHEBRERENEIR
NWEBSRBHRNHRGIBEEMAITE - DurvalumabFER B BERAVFT

b WHHEREMERTTUARE (REE) -

AREREIH BROUEZTHIRARRE - BEREXAEERIMFINZLSEABMG TR
REEEIBHAZRERZ -

3
HEEBRERRZEEI DR Tdurvalumab - EREBSHNEERZEKTE10
mg/kgER R KFEZ6 2201 (LLAUCETE) - AldurvalumabE FEREH EE RN
ot REANBEEMNSRERO15% - FdurvalumabE M EEMERET -
AEBREINN RS Y

g

N

gl

ERGAER IMFINZI ‘5B Z I BIREEBEIEAE NRE R AIRZRE -

am

wp

kegia

2R EMA IMFINZI D EBBR R E[RBRGRHIEEIA(6.1)] - BEALEAEINE
% - FEIMFINZLAZEERE MR T & E—RIMFINZIZ £1& 38 B ABE WA B 215 -
FZRAIMFINZIGFRZEYRE - DIESEZRB2SERBNHEEER -

INER

B REEZIMFINZIRR /N ERARNZE B -
EFEA

£ AEGEAN &tBg R - 401 ZER IMFINZI #f (b e ol FilatIkRa9IE/ Al fe Ay
(NSCLC) B9 A - 209 BFEA (52%) Tt 65 Bl £ - 49 BmA (12%) & 75 &%
PIE - EZE2WSENTH - 65 B LR ABRFERAZERAZEERATERN
FEPACIFICH SR EBIMFINZEEERAT6 R W AP - 45%RIFHZ65m A L - 7.6%
MEERZ7SEELL L - OSHEE U LM AMERFENRAZE - REHREZEMN
FAMMNBEER - TSR ERRHEBAZAD - ABLFHE755 I ERYE A 24
HFEWBAZBZEBELEMRARMENESE -
262ALS-SCLCB A #RIMFINZEAE - HP103A (39%) /655 L - 15A (6%) 7
75l E - 65U EMABERRFENHA - LEMRENLXAEHRKRERNZE
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=,
265 & ES-SCLC fm A IMFINZI HtFEE - Hdr 101 (38%) A% 65 mldE - 19
(7:2%) A% 75 Bl E - 65 mIU BB ARERBEENREA - B2 MSEN S EL
BHERKREENER -
FETOPAZ-1:ika S - 338 R FERIMFINZIGF BIEEZEY A EBTCHBA D - 158&BA
(47%)F 65 L - 38BBWA(11%)E75m I £ - 655 B ABE REBFEN
BA - RABRRILEUNBYENAERER -
3932 EAIMFINZIff Ftremelimumabia B & ATIRR 2 FFARER B A S - 50%EA
FHTEOSHEIE - 13%E755m A L - 65U ERAEERBEEWREA - ELEHH
BUAEISAREER -
X IMFINZI A2 EEaERN 235 EFEABRERAT - 49% WEAFERR
65 ML - 12% % 75 ml L - 1 65 MU LR AMBRFEWLABAZE - KEH
23 IMFINZI HZ 2 M BAM BRI EE -
£ NIAGARA ¢ - #5530 & MIBC /& A#E= IMFINZI #f FHgemcitabine and
cisplatiniaf& - Hop 272 A (51%) F#e% 65 Bl L - 57TA (11%) & 75 ml k- 7
65 mMU LB AFRFEHMARBAZE - REZZIMFINZINZ Z MBI EE
feER -

REEH

BRI EE

BITER/ARRIE

8.1 WHAREZRER/ARKE

MIARREERIBENEME D P AEFARVRT® -
s RENEUARKRE[IREFRKIETSIEG.1)] -
o WIMHEANEBIRERFLERSIE(G.1)] -
82 HERRElERAER

HRERAESEEERANRETETH  —REEYERERBRPHEINARRE
BER  EAASRBEYGARDRINARREBRERERLR - MEJEAER
PRTERR K D ERER BRI SEER -

TERINIEEIR ) ArEERE1889FBAERIMFINZIFSE —BEANZE
MEM - BLEmARBERKREIPACIFIC(—IRMER - LRBHRIR - MAL75BE=
R/ AR At m A ) ~ ERARELER1108(—IRFME - FEHIBREAFR - MAI7T0RIREAE S
FERREA) - UK ERIRELERATLANTIC(—IRM A 4442 ERE RSB - B2 IF/ Al Fe fib
R AR EHRER) - EELESERD - IMFINZILIT10 mg/kgiVEIE45%E - 5218
—R - E1889RBAT - 38% RE (6EHLILRRRE - 18%RE /12MEH LI LAV
& - BiERERE ADRIATIC 58 (LS-SCLC fm ARIBEH DD - £5ER) 1262 &R
A# IMFINZI 1500 mg E—aERIRE B - BURt iR E CASPIAN &tk (ES-
SCLC I ARBER - FERUIERLER) AU265 WA ~ ZRETOPAZ-15 8 (BTCR ARIFBER -
£5a58)r0338 Bm A KR EAEGEANELEZ (O] FotIBRNSCLCR ARIBER -~ €55
f2)89401 2w AH IMFINZI HR{EENRSEEN - £CASPIAN ~ TOPAZ-1 &
AEGEANRJEREED - IMFINZILL1500 mgHEIS 4% - B354B—R -

P.16




tE5h - EREREDUO-ER RS (—IEMREH O - LRBH RN F=ARELR) -
235/ AERZIMFINZI 1120 mgHfRZ & (B3 B—R - &= 6 [@EBH) - #&
IMFINZI 1500 mgE—Z£48% (8 4 B—RK) - 78552358 WAF - 77% (181 &fF
AN) #EBZIMFINZEAE 6 BB E - 41% (96 BRA) BE=aE12EAM L -

Bt 2 2k B HIMALAYAR B2 rV388 % 9 A ¥ IMFINZI 1500 mgfif A
tremelimumab 300 mgiEE1E R - TEHIMALAYAG B - B AERIMFINZI 1500
mg B Btremelimumab & R FFIKE)F300mg - EE S4B —RIMFINZI 1500 mg &
—BEYNaE -

B R ) BB S BRTE R AR PACIFICER U A S A F i tIBRAVSE — BAFE/ AR BR A
A - ADRIATICE B2 W ZE AV PRER/ Al AR AififE2 (LS-SCLC) A ~ CASPIANERERUT
ERIEAVER/ AR B jE (ES-SCLC) 7B A - TOPAZ-1: BN ZZAVAEE R (BTC)mA
HIMALAYAGL BR U = R0 AT R 7 BT AR m A ~ DUO-Es BRI dMMRF = A fE
EmA - AEGEANG SR LRI O] Fia tIBRIE/ N AR B i (NSCLC) 7w A K NIAGARAGH B2
WA ARERICELEEREMIBC)E AR IMFINZIN SR EE -

/AR B i (NSCLC)

TTERREITE R (NSCLC) — AEGEAN

AEGEANB —ERSMAE - 85 - ZREHRNZDORE - 76 IMFINZ $F=R8H
(R R RIS AR (neoadjuvant therapy) - I FifiEAELL IMFINZI 581 A
AWEEE (adjuvant therapy) (R 2 - M A 802 B I E ML HTE/ ) AMFER
A (B IABERTE B B [(ZEBEMAEEE (AJCC) B 8 i) ; BHRLIEHMR) -
22 ERIREES IMFINZI G208 (n=401) LR 6 F 2 ${L% (n=398)
#4799 BREA -

12.0% 3 IMFINZI BB 2 8bER B AR F R R EMER IMFINZ] - LR ERE
E1IF (2 0.5%) FERRMMSE - BB - BiReSRe  RIRBERE AL 715 - 25
AEEFT X BIEE - 37.7% B2 IMFINZI RS BB AREBELSRE - =
DB 1% WBEABE Y BERNBEFEREEN% « B - COVID-19 - B350
- IBNE - BEAMETIBE - JERCRMEM K RN - 5.7% B IMFINZI SRS H{bE
MR A BRI ARRRE - BERTUFEREEE (B0 2 BHA) Fk -
COVID-19f% - COVID-19 ~ B - Bt ikss B RIE i - 39.9% HAERE
RAETIDEFSER IMFINZ] I - 588 1% B A BE TRV IMFINZ| B8
KB RAEGEED S ML « B - COVID-19 - FRiREEAEREs (ALT) 5 - JER
SRR - KR IRBSEIRES (AST) 7 - /MR - 7 - AMBHED - e
% - FIFIRERAR - BEBNTRRE (> 20% HARE) AN - BARE

b -

% 3 @RS IMFINZI SRS MEEREEA (2 10%) BENFERHRE -

% 3 : AEGEAN HERhE4EE 10% U ERANARRIE
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IMFINZI B2 b

ZEEIHRAZHECE

N=401 N=398
FRKIE FREMAI(%) | 5B3usB44R | FRAMRBI(%) | SH3|HEIR
(%) (%)
FEUARERE 96.5 424 94.7 43.2
B 33.9 6.5 31.7 6.5
I 1Ly 25.2 0.2 28.9 0.3
Bt 24.9 0.2 21.1 0
B&iER 18.2 0.2 17.6 0.3
FSHE 17.2 0 15.8 0.3
& A mk 17.0 9.0 17.8 9.5
BT
& A mk 16.0 9.7 14.3 10.8
E T
=327 14.0 0.5 8.5 0.3
IER 13.0 0.7 12.3 0.8
] 13.0 0 11.6 0.3
w7 12.6 0 13.6 1.3
B 11.7 0.2 5.5 0
M i+ 11.2 0.7 10.6 1.0
EEER 11.0 0.2 12.1 0.5
KR 10.2 0 11.6 0
COVID-19 10.2 0.2 8.0 0.3
FAE S 9.2 0.2 12.1 0.3
Mz TR 8.2 0 10.8 0

&4 BAEER IMFINZI ftRZRIEFAENBAMZENERZMRERE -

<4 : AEGEAN FEBPRER 20% U EYRANEREZERERE (BEEMMELE

{E)
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IMFINZI $#FA28bE | ZRBGHASMEE
SEMERRERR EL3IWFEIR (%) BEIWE 4R (%)

=

& Sk 5.3 5.8

EMmEE 2.8 3.6

E M55 33 4.5

B 8855 35 5.1

= M#AE 1.5 2.0

BT REA S 2.3 3.3

ALT A5 5.8 2.0

AST A& 35 1.8

GGT A= 4.7 2.1

BIHEEFH S 47 36

B BSH S 49 6.9

I i

& ch 4 (9 M 3RO M 24 27

SJiikz oz 12 11

R ESER R 11 9

=il 10 9

0V 7 8

AR EEZERE— KB RE LML E -

HEREBIBE X EEMR R (FRSHEAEEIRZE) (CTCAE) 5.0 R4 -
tE—ERASHERERREEEMANZ VD —EEMRFUINSERZRBRENRA
2 : IMFINZI (82 : 202 = 399) F1Z& B EIf AEE ($8E : 212 £ 398) -

% = BiFF/ |l fin 22 (NSCLC)- PACIFIC

PACIFICHZERHE L IMFINZIF R E R R R E ) RIRV42 R A Se Ak B 5 S SR B &R
ME=MINSCLOR AW Z 2 - HR—IBEZH0 - B - €5 - LR EERHEER - 8
#4752 M AERIMFINZI 10 mg/kgFAcEST - @28 —R - ZMAFR 7 BERERE
ERRE  BAERSMEREREERAEEACBI2EFAGTEREREER - AEEFE
Z2 SRR IHHNERINBARERRSEBER(12.1)] -

MEABEEER © PAIFE645E (BE : 23-90%%) - 45%F w655 £ - 70%5

M 69%BA - 27%MA - T5%TEIREZ - 16%BAIREE - 51%HARWHO
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FIRRERTD - FIBARAHLZRBHRZ R RAMIE - HPR2%WEAZEZRE
MEIE £ %54 GyZE66 Gy - EERIMFINZIN S IREEA10ES (8E : 0.2E12.618
B

15%89 B AR B AFREREFERBIMFINZI - REBHIMFINZIFZEN AR R EZE6%M
RN BEERHR S BT HERNT X - 29%ERIMFINZIEA BE T REFARRE - £
BRHMABRE T RE RNERELRREZ ML ME 4% (pneumonitis or
radiation pneumonitis - 7%) A% (pneumonia - 6%) ° NR2%HIEA B EBIEH
A % (pneumonitis) S &Y 14 Bl K AN BB 14 i 3% (oneumonia) » S8ERTEMAE - &
BERNARKRE 220%09mAE) B - 5L - Ik (pneumonitis) Sk 51 14 i
% EIRERCE - RIRFEFEE - RS54 7 FERIMFINZLAERNBAZVE10%
BENARKIE -

Z5 : PACIFICHRREP210%R A BENFR R E

IMFINZI ZRIE
N=475 N=234
FRKE FREMRA (%) 3-4 8 (%) | FRERA (%) 3-4 #& (%)
WFORsE - BuER 4IRS EE R
M2 W/ 02 R 5 R 40 0.6 30 04
Fifi 3% 34 34 25 3
(pneumonitis)
/BT R %
O R R e 25 1.5 25 2.6
BB HERANESR
(=R 18 0.6 19 1.3
hE et 10 0.4 6 04
AR WER
B iR BR AR BESES 12 0.2 1.7 0
EBNE THAEEERE
BB 23 0.6 12 0
BE 12 0 6 0
E5 AR
&P 34 0.8 32 13
B 15 0.2 9 0
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IR IR 8 Rk B 26 0.4 19 0
it 3% 17 7 12 6
(pneumonia) a

"EES B - BEMRRE - fi%(pneumonitis) - A4

TEIFE IR (R 28 AN E Eh 14 T IR (R 2 (exertional dyspnea)
EIIEREE - TSR - LIERTIERE
§E14E B A2 o & M R AR BR (R BEFE A ER AR AR I BEAE

TeREAZ  Z8HER 2 - WMEP - 55 - BEMKED - IReZ - AR 8D -
RBFIR %

#FEIRZ M REENRRELE

P BIfEESS IS

B EENMEE - BIR% ~ RkEEEERE - Ak - 8% - 88X - BHEX - REXSR

B S - IR A8 B 2

a BB BRI R
AP E ML
B LK M Al

EEARIMFINZIE
wrEZET

PRI

fhEE s A& (pneumonia) - BREE DL -
[EMARE MRS - Se 88 HECHTK -

Mt - B
ETEMERDS - B BB A AT

BEEA S - ARN0%BARENEMARREZ RBEREE - HEx
BEKREFIE IR E - ROBA L EERIMFINZEAERIEA

b ZD20%RBABENEREZES -

%6 : PACIFICHIZR 220% M A R =N ERE R (EEHMALE(L)
IMFINZI Z R
ER=RY 4R 5 3TAR (%) | e 35444 (%)
" (%) (%)t

{8

= M#E 52 8 51 8
RES [ fE 46 0.2 41 0
ALTHS 39 2.3 22 04
ASTHE 36 2.8 21 04
A M 33 3.6 30 3.1
= # M 32 1.1 29 1.8
GGTHE 24 34 22 1.7
e
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SRR 43 17 39 18
“#R#ENCI CTCAE 4.08R 5 4R

' S ERESNRERERBEEERENE ) RN EHEIRERENEENHEA
20 . IMFINZI (85 : 464Z470) ML RH (BE : 224F228)

AN

15 EREG )\ #lfE it 25 — ADRIATIC

ADRIATICZ2—IEZ /) ~ BB - EENZREHEEER - 314 T IMFINZIE—&
ERARKEBEERBIEWLC-SCLORANZE Y - MAERBE R REY 2 F142K
AT EIE ZERZEY B (60-66 Gy - BH—R (QD) - H4& 638 ; 50 45 Gy - BH
MR (BID) - #F#E3H) - 42512622 wAEZIMFINZI 1,500 mg - B4B—R - JAER
BT BAERBEHEERAMSNEY - HZ24EA - SRR 7 IEEE
OESFMORmA - BEEMSTtEZHEREREER - AHET MR ERERE
e B AHESBENRA [ Z 6 KitkE 12.2] -

ABRALSHERS | PUFER625E (BE : 28-84 5%) - 39%EM655EIL L - 6%FEM
75l E - 69%EH - 50%BE A - 48%5 A - 1.3%EMIERER - 4.2% BRI T
B 68%CEIRIEZE - 22%BAIRIEE - 51% K ARNWHOREEEIRER1D - 67%FA
BESHNRMHNEE%560 Gy £66 Gy QD - 27%E A ESWAEMSE £%45 Gy BID -
IMFINZIZE R EZERIMFINZIFFE R B U2IR9.2E A (FE : 0.92225EA) -
30%#EZIMFINZINEASBEBREARKE - #RIMFINZINBEAZREZ&HER(=1%)
MEREARRERIERFMS RS HATX (poneumonitis or radiation pneumonitis,
12%) K35 (5%) » 2.7%FIMFINZIF B A SBER G ARRIE - B1FEMX (1.5%)
DFERIE - BRE - RIEREEMMX (pneumonitis, 0.4%) -

16%#ZZIMFINZIFE ABRARREMXKAZERIMFINZ - 1%L LR AER
IMFINZIF A B Sz & B335 FEBL 224 B 36 S0 I &Y 14 Bl € (pneumonitis or radiation
pneumonitis, 4.6%) ~ FfHE (1.5%) - 35% W AR AR KEMFENIMFINZIEE - 1S
5% R A BZTEIMFINZIE 289 A B & FE 15 FE R i S S0 59 HE b 3
(pneumonitis or radiation pneumonitis, 17%) - &% RWARKIE (> 20%E A 5
&) IERZ M I 38 3L A 5t B € (pneumonitis or radiation pneumonitis, 38%) 5 9%
ER21%) -

RT#HADRIATICEEE S - MAERIMFINZDEERENARKIE -

Z<7 : ADRIATICi B P 2R IMFINZIAERILS-SCLOR AN AR R E(2 10%)
IMFINZI (n=262) ZRE (n=265)

rRRE FREHRI(%) | 563-44R(%) | FRAERAEI(%) | H3-44R(%)
WK 3E ~ BB A A iR A 52

FERUMEAh 3R 38 3.1 30 2.6
B R A
M &R /122 W0 75 3% 17 0 14 0
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IMFINZI (n=262) LB (n=265)

rRRE FRBEHRRI(%) | 5B3-44R(%) FREHRHI(%) | 5B3-44R(%)
indy TSk 1 0.4 7 0
E5 AR
FERAe 21 04 20 2.3
EEMNETHAEEERSR
2t 18 0.4 11 0
‘= 13 0 7 0
AR WERRER
ERARBRINAER 17 0 4.9 0
=1
ERAR AR TORETT 12 0 1.9 0
st
RBMEESTENEERE
BRREE 17 0 13 0
HERGERE
et 14 0 9 0
RERFER
B3 8 13 3.1 9 4.2
BlRERR
M&nt 13 0 11 0
i=h] 11 1.9 8 0
(G 10 0 10 0

" EIEIERCR MRS © R T EEEYS  RIE NS BT RS R e M B A A
" EE T IR R AEEN M4 IR E £ (exertional dyspnea) °

¢ EUERSAES -

FEEREY  BEEREX  RP KPP HOP - bBp - BEURPMREHR -
T SEPRIRINEEET - MPRBRIUEFAS - URBEBPRIREREE -

# OIEBRIRIRTIAE U - MPRPRIDBERE - BHPRREAS - PRIRS
-~ et —MERIRREER A SN M RIRRERAS -
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SO  JFEEI  FIEER AR RS  REE AR
% - BRI -

BEESr ERMel  BENUSKS -
=ML TERIMFINZEABENRAD - BO20%BABENEHERS -

#<8 : ADRIATICEER S - #HZIMFINZILAERILS-SCLCAR A - SAELEREERTRIE(20%
Y b)EERESRE

EREWRRE IMFINZI(n=262) ' 2RI (n=265) *
R FRBZRAI(%) | B354k (%) | FRBEHRAEI(%) | SE3T44R(%)

="}

B EF S 86 0 81 0.8
6 1 $5 5 43 0 43 0.8
= MiE 38 3.2 45 1.5
TR B B 8 e 36 23 29 23
(ALT)F7
KL R AR 33 23 28 1.5
BASTHS
REA ML L 8872 32 7 27 2.9
BHS
10 S 1EE 32 5 29 6.2
mBFHS 23 1.2 17 0.8
Mm% 2
ME KR D 34 10 33 10
itz 26 0.4 33 1.1

"REBEEREEMER (FRS4ERMEE%E) (CTCAE) 4.03 A -
"NEBEEENED—EREERENBAABMAD B ERER - ABN63IE
259A4% -

FUEBREENED—EREERENBAABMAD B ERER - ABN6SE
26245 -

EECEL ) AfE At e (ES-SCLC) — CASPIAN

—IEMER - B - 200 - BRUBEEEEBR0 CASPIAN 35 - St ZRIRAENE
BUER/\ARBB AT R (ES-SCLC) W\ A - &1t IMFINZI $fF etoposide LUK carboplatin 3¢
cisplatin & Z—HZE M - 5T 265 BRWAET 3 B—RXES IMFINZI 1500 mg ##

P.24




FHIEE - £ 4 [EBH - Z®8E#= IMFINZI 8 4 5B—X 1500 mg - BRERRI1EEE
ERAMRNSFUERL - SlBRAEESHITREZSHNEEREER AFEEE
ViR Rz sy R R IR B e BN R A [BlAaE &R (12.2)] - 2652 #RIMFINZIA
BEHRAS - 49% RE 7B R EWRRE - 19%RE 7123 L ERYERE -
F2662REXEEINBAT - 57% #ER FoR(EAE - 8% E(LEERER 7PCl FEFH1E
PEER RS A ) -

7%#%%= IMFINZITHEER R AR AR R EMER IMFINZI - L EEIFERR AL -
F&1 - BEsT - BUIE - BRI PSHE MR ME (BF—RA) » 31% &
2 IMFINZITHMEER B A BEBREABRKRE - 2085 1% B AREZEERNEE
ARKEZRES B MR & 538 1E (4.5%) ~ fisk (2.3%) ~ Bl (1.9%) ~ £ MK
D (1.5%) ~ FRRURMEMSE (1.1%) R M EZE MR (1%) - 4.9%%F= IMFINZIDEE
RmABERITEEARKRE - BLEEEZMIORD - BUME - MMIRsE - M#Eiikit
£ - fHRERA R (F—ADBA) - BURIESE UREA) - RERARKE (220% &Y
RARE) BIBL - HE/EPNIEE -

RIBAERAEA IMFINZI B AFRBENARKRIE -

<9 : CASPIAN B EEET10%U ELRANRR RIE

IMFINZI f#H etoposidel{ k& Etoposide LUK
carboplatin B cisplatin @& | carboplatin 3k cisplatin &
2Z— N=265 Z— N=266
FRRE FRBREAI (%) | 58 3-4 R (%) | FRBMRAI (%) | 5 3-4 R (%)

IFIRE - MM REERSE

20/ Z BB R |15 0.8 9 0

BERERRE

1YY 34 04 34 1.9

B 17 0.8 19 0

& Nt 15 0 17 1.1

IER 10 1.1 11 1.1

AR WRRER

ERARBRINBETL |10 0 0.4 0

"

EEME MEESNESR

T 31 1.1 34 0.8

Bt 11 0 6 0

F 54 8 R ik A BRI AEAR
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IMFINZI f#H etoposidel{ &
carboplatin 5 cisplatin W&

Etoposide IR

carboplatin B cisplatin f#&

Z— N=265 2Z— N=266
FrRRE FREMREA (%) | 5 3-4 4 (%) | FRBEMHREI (%) | 5 3-4 & (%)
RHE/ESS 32 34 32 2.3
RENMEESHEMNES
REREE 18 0.8 17 0.8

*

BIIEFARIRINBE L EMEEZ AE (Basedow's disease)

"EEAD  ZRNES BB MBS - BB BENED - RED AR ORB

BRI %

F10 BAEBETE20% L Lm AR IMFINZI IMEFAEBENERERRERS

%10 : CASPIAN SEBRPREE20%U L TANERZRBRERS (BREEHMALE

{E)

IMFINZI #F Etoposide
LUK Carboplatin
Cisplatin & 2Z—
(N=265)

Etoposide LUK
Carboplatin 3§
Cisplatin & 2Z—
(N=266)

ERERRERE

3 54 @R/ (%)

3 4R (%)

|-

1 M 3 11 13
EIIIEES 11 6
= M 5 5
R MBS (ALP) A S 4.9 35
ALTH S 4.9 2.7
ASTHS 4.6 1.2
EmEs 3.5 2.4
M ABEE S 3.4 1.1
= [M# 1.5 3.1
RERIHEMIE <LLNS | NER &R
BTE R 2LLN

%
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IE =0t 3 M3k > 41 48
KR D 14 13
il 13 22
/e 12 15
AR ERE R T — R RIS EAE AT

" #83ENCI CTCAE 4.03}5 5 4

FE-ERISGRKERREEEENE) —BERETIRSERERBENHA
Z: IMFINZI (22& : 258%1263) F{L# (FEE : 253%1262) - BR 78 : IMFINZINI{EE
(18)F1E%% (16)

SLLN: E=@E TR

=Y

=R

—IEME DAL - €5 - ZREIEE - 2908 TOPAZ-1 &5 - #FE IMFINZI A
gemcitabine X cisplatin ;2% S &0t EAs EE M BTC (LM - 338 BmWAEZ 3 8
—R#EFEZ IMFINZI 1500 mg #fFgemcitabine Kcisplatin - &% 8 @B - &=
4 B—R#EZ IMFINZI 1500 mg - BEEIFERBICS BREBAMRZNEZERLE - Ralkg
HRBAEUSRECEHE RERRRNEXRMER - ABERBRZ HE RS EM
EMREREA - BIEAEZREL C BN (2 REE KRR (12.2)] -

6% #= IMFINZI ft {EENBEARARKEMER IMFINZ| - RE8RFENEH
AMIE 3 BWA) RRIMPE 2 BHEA) - ERSHEITRILARENE B
B—RBABR - 47% #2 IMFINZ| fiRIEENBAREREARRE  &ERNE
BEARKE (BERED 2% BWA) BIEEX (T%) - 328 (3.8%) - B (3.6%) - R
iE (3.3%) « SMBEE (24%) - 3.6% #= IMFINZ| ffBEENRAZERBARR
fE& - BERMEsE MM PREEGRBEA) MMEREREA) - LEBBELRMRERA) -
EERNARKIE (BER 220% BWA) BB~ B B - BRBER - I8E - 42
REEE - R11MBLES IMFINZ| $fBEENBASEENFAERIE -

& 11 : TOPAZ-1 SEEPHRER =2 10% MANFRRE
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IMFINZI P Gemcitabine & | ZEEI{#A Gemcitabine &
Cisplatin (N = 338) Cisplatin (N = 342)
FREE | FRERR (%) | £3-48 (%) | FRBERE (%) | B3-4 8 (%)
25 MR FEBEAIR ZE IR
wat 42 6 43 6
E 20 1.5 16 0.6
BIRERE
(EFWY 40 1.5 34 1.8
B 32 0.6 29 0.3
e 24 0.6 23 2.9
& 0t 18 1.5 18 2.0
[1p =) 17 1.2 15 1.8
REMEBSEHNESR
BRIEE 26 2.1 23 0.9
RE/RETHENER
S 23 0.9 14 0
EE 11 0 8 0
BHALTEHMNERE
KR 10 0 11 0

* BB R EEMR TR (FRESHEAERZE) (CTCAE) 5.0 R 4R
tERER - |7 BIERBRED

+BiEIEs - MIERMRR - LIEEMR B AR -

§EENS - ER - P - BB - BBEUNEP - REP - AN - BEREEX -
REEMZER ~ 2255~ R%P - A - KBRKKD -

RI2BEER IMFINZI HAREENBAFRENERERRES -

R12 : TOPAZ-1EBPEET20% U LRANEREZRRERE (EEXRMEIERE
{E)
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IMFINZI 3 F8 ZRIBIBt A Gemcitabine
Gemcitabine & % Cisplatin
Cisplatin
HEREBRRERT #3348 (%) #3448 (%)
B2
fEK (M A 18 13
AR ERIEGGT) S |12 13
BALRAS 10 14
{EC [ 56 8 4.4
ASTHE 8 8
ALTH S 7 6
M EEE T+ & 5 2.1
R IMmEE 4.5 2.2
BEEEAME 3.6 29
Spiiikz 2.1 2.1
mR MR BB (ALP) T+ 5 1.8 3.8
K m#5 1.8 24
MiRER
IE o 14 8 mskom > 48 49
=il 31 28
= m3kRE > 28 28
i ES 4 e 20 23 15
NG = 1% 18 18
MARZERERBEEMNIBSREL

HMEEBRE R EEM R (FREBHEAMEERE) (CTCAE) 5.0 B2 4k - SEWERL
BERGBEEEBERE VD —RARPEER=RRAISENRAZ | IMFINZI 38
Gem/Cis (#8& : 312-335) RZRE A Gem/Cis (82& : 319-341) -

BT AMAe R

ARRBEH B - BN - ZH08HIMALAYA i8s - 57143881 IMFINZI #F
tremelimumab’a BT AR ER ANZ M (S RERGER (124)] - BAREB—XEZ
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B —RIMFINZI 1500 mg#&$ ik E ff Ftremelimumab 300 mg R 7% 5 4 BiES
IMFINZI =& H O fkm*Ksorafenib 400 mg -

A1%ZEZIMFINZI B Btremelimumab/aEHNRAREREARKIE - BB1%BAN
BEARKREGIEH (6%) « 188 (4%) + BUMAE (2.1%) - Ak (pneumonia,

2.1%) ~ 2 (1.5%) ~ &t (1.3%) ~ SMBEIEES (1.3%) MEM (1.3%) - 8%
IMFINZI $fFtremelimumab’aEHI R A BERIT N AR KRIE - B1FFET (1%) ~ B
R (0.5%) ~ OWEERE (0.5%) ~ flisk (pneumonitis, 0.5%) * FF=R18 (0.5%) F&&
ITEMRTX (0.5%) RERNAEREE0%EAN)EEE « 85 B - BE - A
BEERREAIESR -

14%HRABRARRREXKALLILAE  BRABRTECINNRERARREZLM
(1.8%) ~ IR (1.5%) + ASTAS(1%)FAF%(1%) -

35% MR AREAR R EEHE S PESEEILEE - 21 %N RAREPEEIEEAZEN
ARRESFEALTHS(3.6%) R (3.6%) * K772(3.6%) * BiEEH=(3.4%) « ASTH
2(3.1%) - lEinEEH=(2.8%) - ffizk(pneumonia, 1.5%) ~ FF3£(1.5%) ~ 2#4(1.5%)
BM(1.3%) « M/MREN(1%) ~ BBARBRINEETTHE(1%) ~ i (pneumonitis, 1%) F1MM
ANETIEA0(1%) -

#13% HIMALAYA #H B EIMFINZIEtremelimumab B BN R AT SEE AR
REZHE -

& 13 : HIMALAYA {882 =210%RVm A BENFR R E

IMFINZIEitremelimumab#F Sorafenib
(N=388) (N=374)
FERE EE AR B (%) 3-4#8 (%) EER AR B (%) 3-4%R (%)

BB ERR
N 27 6 45 43
ey 20 1.8 24 4
IFYIY 12 0 14 0
B N BEER
RZ* 32 2.8 57 12
EE 23 0 6 0.3
RBHNEEER
BRRME 17 1.3 18 0.8
— iR B IR A b+ T BB AT AR 55
R E5* 26 3.9 30 6
BE 13 0.3 9 0.3
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IMFINZIEitremelimumab Sorafenib
(N=388) (N=374)
rRRE EEAR A (%) 3-4#R(%) EEBERE (%) 3-4%% (%)

BHER
KR 10 0.3 4.3 0
ERARBRINRER 0 0
T 14 6
IAB RS AR
MABEERE |22 2.6 17 0.8

* RNRZEEERENES

#14% HIMALAYA iBach 52 IMFINZ| B2 tremelimumabfif /A BRI E A PR EE /Y

ERZHEEE -

& 14 : HIMALAYA B8 220%M R ALRNEREZJEE R (REHMIEREIE)

IMFINZIEtremelimumab#H Sorafenib
ERZHRE | 2@@e’ %) | 2®3'54 (%) | FARI (%) | Z&3 4 (%)
)
be
XL EMES |63 27 55 21
BS(AST)F S
REBEaiE |56 18 53 12
(ALY A S
EH PR 46 15 40 11
BASHS |41 8 47 11
e 8 44 5
N 41
(ALP) A5
M 39 14 29 4
SER 34 0 43 03
BE AR 31 0.5 37 17
HHS 28 3.8 21 2.6
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IMFINZIEitremelimumab Sorafenib

HREIRR | EEAR (%) | SM3'H4 (%) | EARE (%)’ | HH3H4 (%)’

H
PN ET 1.3 15 0.9
(creatinine)# | 21
=)
MiKER
MAT R D> 52 4.8 40 6
KR D> 41 11 39 10
m/NAei > 29 1.6 35 3.1
SN 20 0.8 30 1.1

T 184 NCI CTCAE 4.03 R 4R °
FBIEENZREXRIEREREREENZ VD —BfREREZSBIEEINHEALR
= : IMFINZI 2 tremelimumab (367-378)#1sorafenib (344-352) -

FERERE

Mg HfEL 12 % M= A — DUO-E g

DUO-E Z2— BB DD - 5 - LRI REE - R AER M F=RAERMA
WAEZ IMFINZ| fB&1AE%E - #48 IMFINZI E—& A5 4tF olaparib V&4
(B R kahE (12.5)) - MAER LU FE—E%E :

o ZHA{EE + IMFINZI + olaparib : Z$H/{EEGFFR IMFINZI (8 3 B—X 1120
mg) &% 6 {E 21 KB - 4 IMFINZI (8 4 B—= 1,500 mqg) #FH
olaparib #E% 300 mg - EHMKX AR (N=238)

o ZEHIEE + IMFINZI : 2E{EEHA IMFINZI (8 3 —X 1120 mg) &% 6 &
21 KiEH - #4 IMFINZI (B 4 3—= 1,500 mg) (N=235) - 3%

o ZHALE . FMLEE—FE (N=236) -

FEAEEIERRL  SBERIAMZNSEY -

EERSHEED - ZIEE + IMFINZI AR ANFZESFETRBEPUES 99 EA - 2
#8{E% + IMFINZI + olaparib 47 15.1 @8 - Z#{L&EAR 8.8 @A -

PEWE S BD 2 S 015 + IMFINZ| #1525 5% 76 B 5T H A

FEEEFRED B ESIAEE + IMFINZ| AESEEABENEA - REEHT
—aEEERREAGNBMARRIE -

EEREEET - BEIEESEE + IMFINZI AEEBAENREA - B 17% %
FTHE—GEEAARBRNBREARKE - R RNEREARKRE 22%) BEPH
B MK /> (BFEES B MIKED S5 E) (4%) -

BEH D Bc 22 8AEE + IMFINZ| AEZE A ENREA - B 34% AR EE AR KRIE
moPEr IMFINZI 45%2 - 3508 IMFINZ| PERAGZENRRE R (22%) FRRIE - 811 M/
WD (13%) ~ IEPHEMIKED (10%) - Bl (9%) ~ FARERINEEE T (2.6%) - K&
(2.1%) ~ AST/ALT A5 (2.1%) -
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Ba A ZEZHEE + IMFINZI HEXABAEBA - B 7% BRBEARKEM
= IMFINZI - &R IMFINZI WERE R (21%) ARRER/EMN (1.7%) LB

(1:3%) -
B D BC 2 ZIAEREE + IMFINZI HERE A EBA - HE—mBaERE RO
RB&FE (BBER 220% BB A) - EEFEGLRE - 25 - R - BOH - ER &

W 2% - Ig%E - Bt -

PEHE S BD E S 1HEZ + IMFINZI + olaparib #5251 5% 6 B HIHA

rEEREARD  BEOEESAEE + IMFINZI + olaparib AESHEABREA -
KRBT —AEEERRBHABBARKE -

EREARD  BEOMEESIALEE + IMFINZI + olaparib AESHEABEIRBA -
B 23% BERFIaEEBARBEGHNEREARRE - RERNBREFCRKE (22%)
RHEM (7%) KEPHEBMIKED (BFEEPHEMKE DS 02 E) 4%) -

BEt% DB 22 8AEE + IMFINZI + olaparib AESEEABNEA - B 38% HRE
FARRREMDE IMFINZI 432 - 3558 IMFINZ| PEIAZENRE R (22%) FRKRE -
BIEEI (13%) ~ BERHEEMEKRD (10%) « MR (12%) « B MmEkE D

(2.9%) ~ EIFIRBREE (2.1%) ~ BFARBRINEEE T (2.1%) °

BEHE A B E 2 8AEE + IMFINZI + olaparib AESHBAENRA - B 4% HRE4E
FEXEMER IMFINZI - #55F IMFINZI ERER (21%) FE & EAIER 24 ib
* (1.7%) -

BEWE DB 22 HAEE + IMFINZI + olaparib AESEEABENREA - BHE—HREE
EERNARKRE BER 220% KREA) - BERBL - B2 - BERSRE - 125
Ex - 88 - B - K2 - I8 - BRABR -

# 15K 16 7Bl DUO-E BB PN AR KREREREMBRES - @1 DUO-E &
BN ARKE - FHAEMNFER olaparib St ZtAEEESE -

#* 15 : DUO-E #E T+ 210% RARSEMW AR R E*

AR | S$8AEE + IMFINZI | 28a(E% + IMFINZI ZEAE%E
+ Olaparib (N=235) (N=236)
(N=238)
FREMRAI | £ 3-44 | FRAEMRA | 53-44 | FRARE | £ 3-4 8

(%) (%) (%) (%) (%) (%)
AR WRBERE
EFARBR TN 16 0 17 0 4.7 0
BEET "
BRERRE
0 O 55 2.9 41 0.4 44 13
@y O 33 0 27 0.9 34 2.1
=R 28 1.3 31 1.7 28 2.5
Ignt O 26 0.4 21 1.7 18 13
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FRRME | S8AEE + IMFINZI | 28(E% + IMFINZI ZbE
+ Olaparib t (N=235) (N=236)
(N=238)
FRBE4REI | 56 3-4 4R | FRAWRAI | £ 3-4 4 | FRB4RAEI | 56 3-4 4R

(%) (%) (%) (%) (%) (%)
B @ 24 13 25 04 25 1.3
mf 11 0 9 0 10 0
25 UEE KA AIER
#a o 54 5 43 34 44 3
A& K iE 16 04 15 0.9 11 04
#
EE 10 0 9 04 8 04
RERFERSR
LERE 10 0 9 0 10 0
RBREERE
BER 23 13 18 0 19 0
i) o]
MABRKREHAEABERS
AlLB 13 0 14 0 19 04
HERREE
EE A 52 2.5 54 13 59 3
gas P 17 04 14 0 13 0
gERE P 16 0 13 0 15 0
KBS 13 0 11 0 13 0
gt b
WEORZE - BuhE K 4tiRIE R =
M2z 188 / N2z TR 14 0 16 0 12 0
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FRRME | S8AEE + IMFINZI | 28(E% + IMFINZI SHbE
+ Olaparib (N=235) (N=236)
(N=238)
FRAMRAE | £3-44 | FRAMRAE | £3-44 | FRARA | £3-4 4%

(%) (%) (%) (%) (%) (%)
91K (A 14 0.8 14 0.9 14 04
by
FEERETHERE
je5z O 51 0 50 0 50 0
s & 24 0.8 27 1.7 20 1.3
BE 16 0.8 15 0 12 0

* N EFERRERZER (FRS4EEMEEE) (CTCAE) 5.0 RO -

TEepest e a B AR S 6 18 21 KB HEM A IMFINZI - 848 IMFINZI 41
olaparib -

PrapestEam eI 5% 6 18 21 KB HLEME IMFINZI - 348 IMFINZ| B—
B -

S DUO-E B PH AR RESERNCEEY FRRKIE -

PDUO-E B RBEREEZERR olaparib M FERFE -

" BEMDERREEASTERRINEET -

@ GiElEE - TRESRE - B - LSRR -

* FE BB KERNEEERE -

SEERIE AR - B BEX  REYREX - HRERS -

AR EERENRERE -

% 4 IR R 6 1928 B 1 P R R 8 -

L aiERs - A - BB - 485 - BB BED - BP - BEURS -
ILoMEREESR B T - BEHADEEZ 258165 + IMFINZI + olaparib B2 BaE MR
AF <10% BENBRKREEFERESESERE (9%) « FERMZBRE (VTE] 8%) -
IR (T%) ~ BE (5%) ~ BBk (2%)  BAAIMKBERE (1%) -

% 16 : DUO-E SBR™ 220% MAREMNERENRHERS (LEEWEIL)
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SR + ZLE + L&
IMFINZI + IMFINZI
Olaparib

HREMRERT | gmaygglq E3gE4m E3HEAR

(%)} (%)} (%)}
EREHRERS
15 (% 3.8 6 48
{EMmEx 1.8 3.3 1.9
= MiF 0.9 2.3 0.9
g 5 39 1.7
AR EF A 1.7 0.4 1.7
RNEBE s fZ G (ALT) 3.8 35 1.3
=)
K L B e AR 34 3.0 0.4
(AST) A&
S R RS 4.2 4.7 2.9
(GGT) H&
BRI RREE S 0.4 0.4 0.4
1%
I ch e 9 B R /D 28 22 23
Sfiikzo-on 21 15 16
SR EBIR R 24 11 16
=il 25 17 14
/)RR 7 9 6

*ERZEEE/EHRBEOKBINELE -

" EEEREENIER (FRE4EBMEZE) (CTCAE) 5.0 A -
'E-ERERRECERBEEELERED—RBBASENTAAY : H&E +

IMFINZI + olaparib (& : 215 £ 238) ~ {6 + IMFINZ| (g& : 202 £ 231) ~ 16

(8B : 205 £ 231) -

NAEEILEEER; 2 (MIBC)
MIBC flrpi g8 1,68 K ili 12 #8755 — NIAGARA
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IMEINZI $fF gemcitabine Kcisplatin fERBIE AR - ZEETFIT - BAEEREH
IMFINZ| E—ZZMEREEAE - AL M SERH A - R - 2008
NIAGARA 58 aF1E - 8 AES IMFINZI 6 F{ERE (n=530) S EBHEZLE
(n=526) [BREARBER (12.6)]

FEMATAEE AR - 8 3 B—R IMFINZI 1500 mg WA RERER 12 B (&
1.1 £ 8438 - EiiE#wENAEE S - 8 4 BE—X IMFINZI 1500 mg A1 FE
SRS 328 (FE : 24 £50 B) -

BEadhT RERNARKE S2BRZHEBER (B4R 220% KWKEA) BMA
R BRMRMKED - MPYEEAS - MRERE - 180 - ALTAS - M5
| /MR - B8 - MFAS - MEKED - ASTHS « B - MERE - 228
RAR - mMEMENS - P - BE - IR BIERER -

&= 17 #§iiE = IMFINZI RREBENBABENARKIE -

& 17 : NIAGARA HHEEPEER 2 10% WMANFRKRE
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IMFINZI#Fgemcitabine &

Gemcitabine Kcisplatin

‘;\zsz'ggg N = 526
ARRE | FrERA (%) | B3-4 B (%) | FFERE (%) | B 3-4 8 (%)
SIRERE

1) 54 1.5 48 1.0

fE 39 0.8 39 0.8

[p= 21 1.5 14 0.4

BNt 20 0.9 19 0.2

i 20 0.9 13 1.0

U EE KRS AIEAR

wat 52 2.3 49 3

a 22 0.4 17 0

KpE" 13 0.4 13 0
KHREEREE

BREEIE 27 0.6 25 0.6

REKRE T HEES

st 23 13 12 0.6

BE 15 0 7 0
MELRBEEE

A wEme 16 0.2 14 0

FEL M 11 0 11 0

s 11 0 10 0.2
AR RREE

ERAR AR THAE(E 13 0.4 2.3 0

-F‘r
MEER
= ' 12 4.5 9 2.9
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dim’

11

0.9

10

2.1

REBEEREETRER (FES4ERMEEE) 5.0 ROE -
' BRSBTS -

& 18 iiiiER IMFINZI HREENBARENERZRRES -

& 18 : NIAGARA itfgh - tEEEERICHBEMR= 20%E% IMFINZI R{E&ERY
MAZEEERERRER

EREnRE

IMFINZI f# Flgemcitabine

Gemcitabine Kcisplatin®

= cisplatin®
FrEmA E3-44" FREmA %344

(%) (%) (%) (%)
E(o-
M YR AT 63 9 58 7
=
[M A FRAE 54 9 55 10
ALT #5 53 2.3 54 4.0
[ME5EE 52 1.3 43 1.2
MmiFAHS 51 4.2 49 4.4
AST #B 42 1.5 39 2.1
[M#EFRIE 38 1.9 37 2.3
iR B L BB T 26 0.8 25 0.4
=
b=
MAT R D 88 13 87 13
e A= iib3 76 31 74 34
el
IV 2D 52 6 50 7
IR D 44 10 40 8

FRERENRER  KBAREENE) - RERNBERENEENHEAREE

IMFINZ| fFFR{E% (88 : 482 £ 528) ; L& (82E : 467 £ 521) -

4% NCI CTCAE V5 4R -
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NIAGARA fii il B S 48 R P& BR

EAIMFINZI a4 - 355 530 BB AERZED 1 Bl IMFINZI 5t B{EBEED RS TR
AIEMAE | (EEAR 526 BRAERZED 1 BHCEEDERINRIRIEMH R - &l
ATAEMaEER D - IMFINZI HBREENBEAR 24% REREARKRE ; &ERAVE
BEARKIE (= 1%) BIHEE (1.9%) - BRHBMKE FEHERE (1.5%) - 24EE
1% (1.3%) ~ M/MRIES (1.3%) ~ WIRERER (1.3%) Kfifisk (1.3%)  1.1%mARE
BMomARRE - MM (0.2%) ~ OAEE (0.2% ) KiiiEE (0.2%) - 18
(0.2%)mAEFE - EEKRRERERAFENWIAE R EM LB mARBRE -
MR B E M A EEER - #% IMFINZI ftR{EERBAS - 9% BHARKREMXAF
A IMFINZI - 2Bk AER IMFINZI WARKRED - &R (2 0.5%) %Mo AL EE & 7+
S (0.9%) ~ BERMEMIKET (0.6%) - =MEBEEE (0.6%) - F(0.6%)RER
(0.6%) -

IMFINZI 58405 530 2 AEX AR EMa%E - (BFEAA 526 BMAEZIMEIA
BiaE  MASHE 1 A (0.2%) AARREMARETF - IMFINZI e RAERFi
BUENARNREREEHME -

IMFINZ| 5845 469 B AESIREREBEDTIERM - Hb 4 A (0.8%) AARKE
MR FiT (ERBERE TS A BRERBE 56 X7 #17) -

NIAGARA fi & 85800 B B

IMFINZI e B 4B 485t 383 BIBA(72%) R 2D 1 Blit@EEak -

26% #EX IMFINZI i EWBamA B A REREARKRE RERNBREFARKE
(BRER 2 1%) RWBRERE (T%) - =HBIEES 3.7%) - BIEKR1%) - BHRBERX
(2.1%) ~ WIREMIMLE (1.8%) KHIMIE (1.6%) * 1.8%HBAZRERMARRE - €5
COVID-19 (0.3%) ~ BRE= M RELEEEF (0.3%) ~ LIRIB (0.3%) - BBEELM
(0.3%) K 1e M AT =18 (0.3%) °

5% HmARARREMXAFHH IMFINZI iEEENaE - EBCKAER IMFINZI &
aBENARKRES - &8 R (20.5%) BE % (0.8%) 2 (0.5%) ~ IERE (0.5%)
BRURE (0.5%) ~ FERERMATX (0.5%) -

9 BE
BRIEMES -

10 ZE3RREMH
10.1  fEFH%EE

EERHAIMIE T ECAS-1 (PD-L1)MZFREZECBERKAES SR (PILAIFN-y) Frs3E - W H ol
IRTE R IR IR PRV BB Al BEL R B TR AR A S e AR - PD-L1E2PD-141CD80 (B7.1)R &
TEFE - WMRERTAMINEERDE(L - PD-L1HEHESRAS - SBIREEARSHETAH
MeE(E - EENARARERNESE -

Durvalumab2—f AR ZIXKERGT kappa (IgG1k) Etkinss - HEPD-L14&51EH
FHETPD-L1E2PD-141CD80 (B7.1)MWAR A1FH - FHEIPD-L1/PD-14PD-L1/CD80RIAL
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10.2

EIERBN T W R RENIEIER - EFeSE e RER AR EnnanE i
F(ADCC) -
BldurvalumabBREFPD-L1 ST EE B2 SN TARSE (LS - 3t B1E S EREA0 A SEREEAl
BB MR RIS R\ DT B A -

SR I
SAAIRA—R1500mg L %5 ZAE RS2 10mg/ kg B ZRHA 2 &8 HBe
BB BILLE - HISRIREE FAOBRERAUC)E6% - AZEAIMPIRE Cyough) &
19% + BB MPFRE(C,p ) B55% - BREMENNEL YT RESRE S 41180
M FEEBIERRE > 30 AT HOIE VRIS A - S4BIRA—R1500mgRE2E
10mg/kg - KREBR HERAME 2 HHER -

S

REREM

BImAWmEyniegE®x  sEMRBRERAENSEIETSENY - REENE
FER T Tl EME R EY IS (ADAs) BEXETHEREMNLLER -

2280 =T 2 B—R 10 mg/kg S2E 4 B—R 20 mg/kg IMFINZI EE—Z2H)8)
BAD - B69 BRA (3%) HABEEMNINEYINEE (ADAs) 2% - B1285%
A (0.5%) o 2RI 2514 - 1 durvalumab ADAs IR II T E HES B L
2 ERBRKEREE -

£ AEGEAN &Bad - 3753 M ARMATZESS 3 B—R IMFINZI 1500 mg =14
B - WRiTEESE 4 B—R IMFINZI 1500 mg - Bolflfth2& LR & e
(ADA) - Hth 25 BB A (6.7%) ¥ aBEEEMNMENERAZEN - 2 BBA (0.5%)
B durvalumab B AIEE - METFELIRE A IMFINZI (WY E) H BRI
RSP ZE -

7£ ADRIATIC &8 - 206 =& 4 —R 20 mg/kg IMFINZ| E—ZM R A - 7
A (3.4%) #9 ADAs BUAIZ2 B - 2 A (1%) RIS A2 - ADAs HIRETh 2L
BT MW RISHIBETE -

£ CASPIAN &8s - 201 =S 3 B—R 1500 mg IMFINZIGtFIUE L& - A%
BE48—R1500 mg IMFINZIFIE A - BEEMAEEEESRN ADAs 1RI25

:r¢ o

ETOPAZ-1i 88T - 2408 mWAERSE 3 B—R 1500 mg IMFINZIfFA{EE - &%8
BE  2%E 4 B—RES IMFINZI 1500 mg - EP2EZRA(0.8%) 8B EER
MEEYEE (ADAsS) R ERAZEMT - RERANBAR(BZEMBHEA)THE
IMFINZAEEEADAST DA AR 2230 B8 - #EE8 - 22U RBNMEEET
@

EHIMALAYARG 8289 12 BaEHRR - 5 4 BES—R IMFINZ| 6 BEHE
tremelimumabiy 294 ZfmA S - IREAZERIZSE 0 B - 5 4 BME 1281 72+
IMFINZI 89 ADAs#&38 - Ed3.1% (9/294) #9578 A durvalumab 2RI 2514 -
£ ADAs #AIZ2B5 1R 9 BFRA D - 55.6% (5/9) 18I H £t ¥F durvalumab FISR 1T
BBEBEM - )RBEIET durvalumab 7188% durvalumab £ MHBRKREZEZE ; X
i - ADAs ¥§ durvalumab FYZEHE) NEFBEMHTEE R LB -

£ DUO-E i#lBach - 19820l {E A £ ADA BEZ S 6 + IMFINZ| ;A BEREA
b 8 A (4.0%) 1R L ADA Bt - 755 8 B ADA B RIGHHMREAS - B 1 At
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11

i durvalumab WS4 - EEXZHIEE + IMFINZI + olaparib # 207 &
AAT - 9 A (4.3%) t@HIH ADA Bk - 135 9 & ADA BRI HREA T - AR
Hidurvalumab RS FITLEEE M - =R 2RI durvalumab $iE2%f durvalumab W%
TUBRKREBENEZSTE - HEREE A ZLFE ADA # durvalumab HIZEY) &)
NEMBEYZZE -
£ NIAGARA & 530 - /iEE453 iE ARTTAIES & 3 B—R IMFINZI 1500 mg #F
B - WKt ESS 4 B—R IMFINZI 1500 mg - Bolslh 2 & LR &3S
(ADA) - Hh8 A (1.8%) #J ADAs #@HIZ 5 - 6 A (1.3%) WAl 254 -
ADAs IR RIMFINZIFZE) &) NS T M RS BRETE - AABETHIRM
ADA BB RAANEBIR - BEEAT M ADA 52 E IMFINZIBOEX -

103 ERARRIZZEMER

BEl - BREM - EENESE

B AR durvalumabMIBUE R E RS K -

AR MdurvalumabETEIMMEB MR - EEERESFUART  HHEBERACE
¥4 Fdurvalumab®RE3E S - durvalumab¥ R EY 2 £IERERE R
ExE -

ENY)HEIRE /S EEIEE

EHMER D - HIHEIPD-L1/PD-1HAEBBESENMELRENREE - DRIGEKER
FE - D TRE (Mycobacterium tubercuIOS|s) HPD-1ERFIBR/NE BT 4
BUIBAALER - A XRBERK  SHELEFHYIIARISERKEREIENERE -
FRBREHYM PD-1 M= EE PD-1 - WEBTRNEMNE B UBEINEZDTER
B - PD-L1FIPD-1E R 7l R/ BB 72 Bt BB 3K 14 Bl 48 E= BB 5 8 55 (lymphocytic
choriomeningitis virus) 2% - tEREGFREZE -

ZYENERM

§2 - 35484 mA—R0.1 mg/kg (zERZEBIE/R0.0118) 220 mg/kg ((ZERETIER21E)
E’Jé‘%%”‘“ﬂ - R#EEFTDurvalumab B —Z& Y8 R Z S B 5T -

EHE<3 mg/kg (ZAERZEEE/0.3E) - PKREESENBEEELIEES - mMEBIE23
mg/kgE2E—R - PKRESIEMEAR SIE A IELL - BEAREEL16HES -
Durvalumab E—é?é%/u[f - BB AtremelimumabB LIV ZEE £ -
/\ﬁﬁ
BEMBE D MESTE (V) WA T8 (B EGRE[CVR])&R54 (13.1%) L -
HEBR
DurvalumabEFREFERERE - KEREZABREENFIIECVR)XNm23% (57%) - B
TESE365 RMIBEMERBIRE (Clgg) A FI98I(CV%)%Mm8.2 mL/h (39%) ; CLPRIEAM D
HEEERAER - RBERCL - REFRENLAFHE(CVR)KI21 (26%) X -
SR IERiE:
FH: (18-965%) ~ 32E (31-1752T) ~ MRl - BE(BEA ~ BA -~ NA » EEERRER - XF
fi%JE'TIEEZL‘NJ?EE) BERERE@-57g/L) - ?LE&HR‘LM =E - o A%PD-L1(67-3,470
pg/mL) - BEEEFRAI(NSCLC ~ SCLC ~ BTCHMHCC) ~ BE 2R EEINFEAZ(CL,30-89
mL/min) ~ BEZDERINEEAT BAZE<3FBULNAEDTAST)E durvalumabBVZ2E 252
fRR ERRENTE -
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EHABEEEBINEALAE (Cly 15-29 mU/min)HEEFINEEAE (BAR> 3EULNFIEM
AST): ¥ durvalumabZE g EApg £ -

12 RS AR
121 FE/hARRERmE (NSCLC)

o] FirtlIEERIFE /AT 22 (NSCLC) — AEGEAN

AEGEAN ##8 (NCT03800134) B — 1Bl A AL - 5 - ZREIWRBHZDOHER -
S48 IMFINZI #1280 AU R AT B 458 (neoadjuvant therapy) - I07E F il 18
PLUIMFINZ| B35 A 8B & (adjuvant therapy) B - s BRANA O] FHlT tIIBR
RO AR S FEBRARTE/ N BE R (56 [IA B RS ESE |IIB B [EBIRIEH S ZES

(AJCC) 5 8 IR BELAIAREHESIAENRA - WHO/ECOG RE2EEARBER 0= 170 - M
BEDBE—ERS RECIST 1.1 [REZNBERL - MAEBEE BRI S A Ventana
PD-L1 (SP263) DR IBAERE PD-L1 RIFAREE
BEEINUNSTARELEBEREREERE - WESE—E IMFINZI 8981 14 RAZEE
REAREINHZENEAFTSER - BT EENDITEFHBIRREB S EGFR =&
3 ALK 2R A (BRTREREAE [MITT)) -

AN EEENIERAENTRRIEEE Y RIETENE (pCR) - IEEUEII TR
=B (BICR) M 2 EEMEEH (EFS) - EEREBENIEEREMIRREEE 2T

ERENRE (MPR) - BB FREEZEERBEGH (DFS) - UREEFEH

(OS) -

Paik o Boik = mHA Rl (56 11 #A vs. 56 11l #A) & PD-L1 RIFAEE (TC <1% vs. TC 21%) 7>
fZ -

AEGEAN &8k 1:1 ROLEAIRE 802 &im ABEH D Ec 2R FMTaIBIMFINZI 2% (55
140) S mE (5 2 4) HrRiATSMCE(BHATE NS : cisplatin [75 mg/m?
on Day 1] + gemcitabine [1250 mg/m? on Day 1 and 8] * carboplatin [AUC 5 on
Day 1] + gemcitabine [1250 mg/m? on Day 1 and 8] Zfcarboplatin [AUC 6 on
Day 1] + paclitaxel [200 mg/m? on Day 1] ; FE5HRIE/\AARRAHE © cisplatin [75
mg/m? on Day 1] + pemetrexed [500 mg/m? on Day 1] Scarboplatin [AUC 5 on
Day 1] + pemetrexed [500 mg/m2 on Day 1]) - st §aH 2 B AFEE - (KIE

mITT FREERY 740 Zm NETERD T -

« 514 :MeE 3B —RIMFINZI 1500 mg ffHZ#HEE - &% 4 EBH - i
%8 4 B—RIMFINZI 1500 mg * &% 12 @B -

o H2#:WHE3B-RLEBFAZALE &4 BEEH  WES4E—R
ZRE - &% 12 B -

HEEEMKAEMAETHE (loan) E1TREETE - EFME S5 B + 2 BEEHEAE
BRI a2 Al (B RESE OB A BRI 2 ) T RAVITEM S KAES CT/MRI 17 &
(BREEENRAEAS LIR) - 22NEEIGAE 12 B—R (BERFNEE) 52
FA8E BB 24 B—R (HHERFMH) BERNE 192 B (W4 F) &S 488
—R (HERFMEE) - BRREHRTIFAMKE RECIST 1.1 lRAIZENERRIE - &
BERIEEFFETHILL - FILAEZE - £5 2 3 4 BRETHEENE - MES 2 @
B—xE%% 12 EBH  Z2&A83EBA—=X-
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M B 2 B OS2 ER R BEER R AL - BUDNRE (mITT : 551 4
366 BWA - B2 #H 374 BRWA) WEEBADSEERREREENT B4
(71.6%) ~ 2t (28.4%) ~ 65 LA L (51.6%) ~ F#ePUE 65 % (& : 30-88)
WHO/ECOG 28R RE 0 70 (68.4%) ~ WHO/ECOG 28EfRRE 1 70 (31.6) ~ BHA
(53.6%) ~ Z2MA (41.5%) ~ RAZIFFBEEBIA (0.9%) ~ =MENSFEZ A Sk Er R E
K (1.4%) ~ & (2.6%) - BRISBEERA (85.5%) ~ 1EAREAE (14.5%) - HEEAH &
BREREHR (48.6%) ~ FFEEIR (50.7%) ~ 55 11 HA (28.4%) ~ 55 11l HA (71.6%) ~ PD-
L1 FRIRAREE TC 21% (66.6%) ~ TC <1% (33.4%) -

EmITT EEEs - ETRAEENFIRRAAR - 561 8% 295 (80.6%) A - 5

2 #7302 (80.7%) A - SR IRAME B FIMABEAAR - 5 1 H%5 284

(77.6%) A\ - 565 2 /% 287 (76.7%) A - seaitR:att BROFinm A E PRYRERE &R
A (51 M vs. B2 4) ¢

RO (SEIZERIETE) : 94.7% vs. 91.3%

« R1 (BRTMIZERIENR) : 4.2% vs. 7.7%

« R2 (BB o] REZERIER) : 0.7% vs. 0.7%

RIBFRERVBIP AR - HERLZREAE - IMFINZI BEpCR # EFS HEERAET
BEHBRASRNE - PP oMHRETEH (0OS) BUBREIARME - & 19KE

1 #4345 AEGEAN lBRROBEMAER -

<19 : AEGEAN #BERRYERIAR (mITT)

IMFINZI + {E%& ZRE + B&
(N=366) (N =374)

mEMFEH (EFS)2
SHE - n (%) 98 (26.8) 138 (36.9)

BEHFEERIPUH NR (31.9, NR) 25.9 (18.9, NR)
(95% Cl) (B)

fBkEtE (95% Cl) 0.68 (0.53, 0.88)

g p g d 0.003902

B2 R FE (pCR)2Pd
Z2I R ENBEAZ 63 16
RFEZE - % (95% Cl) 17.21 (13.49, 21.48) 4.28 (2.46, 6.85)

EEBIZE - % (95% Cl) 12.96 (8.67,17.57)

TEREKME (MPR)2C
=3 ERYm A B 122 46
[RFEZR - % (95% Cl) 33.33 (28.52, 38.42) 12.30(9.15, 16.06)
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IMFINZI + {E%& ZRE + (b5
(N=366) (N =374)

EEAIZR - % (95% Cl) 21.03 (15.14, 26.93)

a A RBIKIBFAERY EFS P 247 & pCR/MPR &#& 01 (BERELEHER : 2022 F
11 B 10 B) - RElERR%E 46.3 BEHAET -

b IEFEER pCR B4 (BERlElLBE - 2022 F£1 B 14 H) - n =402 - ¥R
0.0082% #A=Z7K# - pCR REZEZF#ETHZE (p = 0.000036) -

c IKIEFRER MPR #ich 24T (Bl lEHE - 2022 F£1 B 14 H) - n =402 - HHR
0.0082% FAZE7/K# - MPR RZZ# 1= (p = 0.000002) -

d pCR A1 MPR W& p EREBZE CMH 1ETEMTS - EFS (VER p EREBDE
HEMREEMS - 2ERF 8% PD-L1 RERHA -
BEEMNEERBUE SR EE ZFIR%E Lan-DeMets a BFEREURE - T
O'Brien Fleming ;% (EFS = 0.9899% - pCR = 0.0082% - MPR = 0.0082% - €l -

1 : EFS #9 Kaplan-Meier B4R

1.0 e
1™\
= Py

8

74
ooy e
L " L—-—.———-—ﬁ-}--l -
6 b N

5

o.
o.
0.
o.
o
o,

4

cbabtlicy of avent free surv

Pr

Wumber of patients at riszk

Durvalumal + SoC 366 36 271 124 LAt 20 T8 ) 12 i £ 14 il 3 1 1

Placebo + SoC 3T 339 257 184 136 i+ T4 53 50 30 25 18 13 1 1 1]

ERBAOSERAEERRREN] - HBBRAECRNIETEEREET - 5
1 HARERRE 2 4219 EFS A pCR B RINE -

RIBBRH DA EIRAERINE B RVEN - BIEFEMBMREE70.91 (95% CI : 0.69,
1.19) -

o] Filr )RR %E = BINSCLC- PACIFIC

PACIFICHIZE (NCT02125461) 7¥4h 7 IMFINZIRVERL - EA—IRE AT UIERRYSE = 55
NSCLORAETHNZ S0 - Bk - €5 - KREIHRME - SERAERBMREY
AIAY42 K A5 Rk E /2B B HRV E)D 2 $H bR U - 1 HWHORSEER 0
17 - ZMFEBR F ERSREEEERRIENREA - RAREMEREREERNE
EANMRIRFAFTEREREERNBA - IBREFEEESUREINGIE 2 ERIRE
A - BB D AR MR - FH: (<655 H2655) MIRESE (REEZHIFRESE) DE - BA
PA2 : 1BIEEAIBEE R IMFINZI 10 mg/kgak ZRIEI B ICEST - B2E—R - &Z12(E
A ERIBREATESNSE M ERBRECIST LTRERNRL - BEET —XER
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MARERTL - TERWEREELAHEMBUPRAEEZE S (BICR)ARERECIST 1.1 R
EREB(EFEHR (PFS) MEFZTFEH (OS) - it BN & RIS EIEHBICRA LR
#a#E AR (ORR)M R BF5 E R B (DoR) -

MEET13BRAWBE DB : 476BmW AEAIMFINZIAE - 2372RAEALREIA -
MFEABRES - PAFHE6ARE (BB : 23E9075%) ; 70% B ; 69%H A - 27%T2M
A 16%BRIRESE - 75%LURIRER - I%MERRIEE ; ST1%HWHOREREREZ

7 ; 53% IIAHA - 45% IIIBEA ; AR RIBRA6%BEIAR - 5S4%RIEBR - FIARAISR
RIARTEZBESIRGENE - HPR2%EIHNBHEIER54 GyE66 Gy ; 99%H
mAEZZIEE (55% %2 cisplatin{b®E - 42% &2 carboplatinfb&E - 2%
cisplatinflcarboplatin z E &) -

RiZ 299 B4 FRMEAB(EBHEM 61%) ETWIERIT OS 247 - ARERER
B IMFINZI Bfm A BERZEEIA - OS BRTBEE NS - IRIE 371 854
(FRLABRIESHE 81%) EITRTREREAD PFS 247 - BERES IMFINZI #O%m A%
MRLREA - PFS BRTREEZE 7S - FR20ME 2 #4845 PACIFIC BB EMER -

<20 : PACIFICIHR I BERUE R
B IS IE IMFINZI (N=476)" ZRIE (N=237) "
EpET7EHE (0S)

AR 183 (38%) 116 (49%)
. NR 28.7

FAIRH (5% CI) (34.7, NR) (22.9, NR)

faltt (95% Cl) # 0.68 (0.53, 0.87)

p fE%§ 0.0025

J|R(EFEH (PFS) 1#

BESEHRAR 214 (45%) 157 (66%)
(%)

PRIAE (95% Cl) | 16.8(13,18.1) 5.6 (4.6, 7.8)
fElth (95% Cly +p 0.52 (0.42, 0.65)

p f&*8 <0.0001

EITTE RS - KEMBUPRFEZEESRERECIST 1.1ARFHE - IMFINZIZHF7%
MZREIH10%NZHEARR O IENHET

'OS #5% « 1R¥E 299 #£ OS B# (BRENTERRIAE 46 [ER) ETHHAD OS DT
e p 1 RBIRUR - FERARFE D B ERIGE

SEERCP DT LRI o & 0.00274 EEEZ (Lan DeMets S4EEREGA 1L O'Brien
Fleming #57)

P.46



12.2

THE MBI P RITLZEES (BICR) RIBEREEBEVR ETLEE%E (RECIST) 1.1 k]
TR

#PES %2 : 1838 371 #E PFS = (BN HERBIMATE 33 (BR) ETHEID PFS 47
PPikefti &t &

Best 3 ch 347 £} FR Ao B0.01 1035558 (Lan DeMetsE#ER 237 10" Brien Flemingi®
57)

B2 : PACIFICTRR PRI FIERARIKaplan-Meierdi4R

1.0 Tt
09 4 e

08 Y

0249 — IMFINZI
014 - Placebo

0.0 T T T T T T T T T T T T T T 1
0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45

Time from randomization (months)

AREEEAAR

H 0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45

IM 47 46 43 41 38 36 34 31 27 21 11 57 23 2 0 O
FR 6 4 1 5 5 4 3 9 4 0 5

NZ

I

Z 23 22 19 17 17 15 14 13 11 78 42 21 9 3 1 O
B 7 0 8 8 0O 5 1 0 7

I3

/NP AmEE (SCLC)

15REq/) Al D 2= (LS-SCLC) — ADRIATIC

ADRIATICz &R (NCT03703297)2— R DEC - €5 - LREIHR - 2h0HE -
AEE IMFINZI B9 - sl BRI AN 7302 A AR 4 22 s Al R ER e SR R B LS-SCLC (k=B JE
EMSZEEE [AJCC] B 8 RAIERE—Z2=H) - BERPZEERLARZ(LAIRE

A - B—aE B AREEREFAFBRESR LRAFN - TERERBAL
ERE—HIMFINZIS ZBEEFEAIRN4A2KA - FEMEDTHIEE - E24EBEAR
SRR MG 4B - oILA&60-66 Gy ®H—X (QD) « 54638 - 545 GyEH
M= (BID) - ##&E348 - FREHMEBREI IS 400 (PCl) KB EFTNORE - HERICER
ME—HIMFINZIS Z R B BEAI42 K AETT - sl SR EA R GR ZRSFARE
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EMSEEAERRRERS A EBMRRERRREREEE ; BERE > F2RIFRE
MRS Sk B M B A 4% - SUBEUAT KU CEUNT KB HIVELRE ; BB M BB M E RS
N BEBEEH/NERE KSR ARimEASSENREA - AT 20 - Bt

DEIBERB O (B—/_HE =) REEHEZPC (B - &) ETHE -
BARTTBEE BB D Eo i IMFINZIEE—224) - IMFINZIff BEMSEE - el
RE - FTAMREMELIENCTH A AZE - HRLS-SCLCHEME 28R T /i
A

o %148 | IMFINZI 1500 mgEZREI A - 5418 FHEBAERBRH - 2BR

IMFINZI 1500 mg - §48—=R -
o 2 ZRMBME BT
R - B4B—R -

530BmAMBER D EC RIS 1HME24E - Hp2642mAEIMFINZIA - 2665 E AT
ZRIEE - AREEFEETEIERR®E ?;Eﬁliﬂ'ﬁxﬁ%af*{ FERZ24ER - &)
728 - BB TETERENML - BEREI12E - HRI96E - 2ERE24B—
R o
FEEUTEIERRBOSHIPFS - HEM B U RES (BICR) IERECIST v1.1#5T7F
1 -
IMFINZIAAMZ B EIANEER A OSERERSENT © B (69%) - Fiik = 65 %
(39%) ~ BA (50%) - EASIEEERA (0.8%) - TMA (48%) - EM (1.3%) - &5
BHHNTH (4.2%) - BRIREE (22%) - SCRIRIEE (68%) ﬂ&kﬁ% (9%)
WHO/ECOG #28EiRRE 0 73 (49%) ~ WHO/ECOG #28EiRR& 153 (51%) ~ S5—HA
(3.6%) ~ £ _HA (9%) - S5=HF (87%) -
BEHE D BCAT - FTERAES R B (66% cisplatin-etoposide - 34% carboplatin-
etoposide) - EH88%Jm A= 7 ARBHIREE ; 72%89%m A#ESZHEQD (Hoh
92% = > 60 £ <66 Gy QD) ; 28% == WEBID (Hod 97% #5245 Gy BID) » 54%
A BEZPCl - B ARIINK21AES -

=
=3

A - 248 FFEAMEBEY - 2B RE—

<21 : ADRIATICEH BRRYBE AR

IMFINZI (N=264) R (N=266)
BESEEH (0S)
SETAE (%) 115 (44) 146 (55)
0S 1 (5) (95% Cl)' 55.9 (37.3, NR) 33.4(25.5,39.9)
Bt (95% CI)* 0.73(0.57,0.93)
p 1&° 0.0104
mELEEH(PFST)
SHE (%) 139 (53) 169 (64)
PFS th 12 (B) (95% CI)' 16.6 (10.2, 28.2) 9.2(7.4,12.9)
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IMFINZI (N=264) LT (N=266)

&bt (95% CIy* 0.76 (0.61, 0.95)
RER 0.0161

" B FKaplan-Meier/53%5t & - {Brookmeyer-Crowley 5 &5t Eh IS B E
& -

" (B ACOXL AR BEENET AN - KIBRBEZPCIETHE -

S BE AP AR B ETIER - OSHafES0.0168 - PFSHa{E%0.0280 (
Lan-DeMetsB#E K &0 2.O'Brien Flemingi2 R ) -

T EBBICRIKIERECIST v1. 13575744 -

* B FACoXtLAI A REEET AN - IKBEEEZPCIETOE -

[E3 : ADRIATICE B8 2 225877 & BAfYKaplan-Meier 4R

08 4

06 i
ettt .,

ol 08

Probability

04 4
0.2 4

00 o
oy T T T T T T T T T T T T T r T T T T T T
1] 3 B a i2 5 18 21 24 o a 3} 36 3 a2 45 48 5 54 57 60 B3
Time fram randomization (months)

Mumber of subjects at sk
IMFINZ] 284 261 248 236 223 207 189 183 172 162 11 110 80 6B 51 3 o 19 " 5 1 a

Placebo 266 260 247 231 214 185 175 164 151 143 123 87 80 G2 44 M 23 18 & 5 1 ]

ERCER/ )\ AR A = (ES-SCLC) — CASPIAN
CASPIAN 22— 5[ - 20 ~ BEAHER - BEAEE (NCT03043872 &,
§) - STE ZAIARIEERIES-SCLCREA - sHtIMFINZI A etoposide MUK
carboplatin 2k cisplatin M& 2 —HEN - FEHBEGHNHEAEWHO B28ERES
HH0H 1 "EBEESESSIEEES SCLC F—H0AE ;| LIRSERIEERN
HEREATZHFERRZEDN - MRSV EZEZRREAREFAZSHE KA
BRENFE - SEMBHRSNELIRSE ; BESURENERATRE ; BREEE
R EIERE R e (A | SEHM RN E R B R AR | 5—Ea%EA
14 RAEREEMEEIFIEEAEEEESHEEHEBREMNEBHEEE - DI ERALY
AEEEBRIEY -
s5 1 HHATEE R $AE A (cisplatin 3¢ carboplatin) 73 ERE% 2 EL -
HRES-SCLCHEM M 2B T A -
o 5§21 RBHMSE 1 XEA IMFINZI 1500 mgFkatia E 15 AR E (A
carboplatin (AUC 5 & 6 mg/mL/min) & cisplatin (75-80 mg/m?) M&~—
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EE21XBEHNE 1~ 2 ~ 3 XEFIKEE etoposide (80-100 mg/mz) B

4 @B - 2%EES IMFINZI 2 4 B—X 1500 mg - EFERB(CHEERE

M=2HEERLE ; 3

o B 21 XBHME 1 RIKEBEIFARE[EA carboplatin (AUCS5 5% 6

mg/mL/min) = cisplatin (75-80 mg/m?) W&~ — - EE21KBEE 1 -

2 ~ 3 REFMEE etoposide (80-100 mg/mz) - Bx%6 BB - TEEETME -

kBT AFET RS ESTRM BRI ST A% (PCI) -
ERANEBARREIEZE  TREAREFAHE ESHEANE - RFEERR{CEN
H IMFINZ| E&—5% -
SZBEVAFANER IMFINZ IMEESEB{CERNEEFER (OS) R - HtEY
HRAERTBMEFTAM RECIST vIIFEEER(EEEH (PFS) HMEHABENER
(ORR) -
ABAOSMERS | PUFER 63 5 (FE : 28 & 82 %) ; 40%m A FHR =65 7% ;
70%BEM ; 84% BB A ~ 15% A E ~ 0.9%mEA ; 65%BWHO/ECOGPS 1 73 ;
3% BAIRAY BRIRAE - EEEBIONHNHEABENIAER - 10%0WEAR
R MR - 25% BB AR cisplatin & 74% #% carboplatin - £ EEEERIAHE
Al - 57% BmAES 6 BEIEE - 8% X PCl - R 22MBE44BEOSHER -

#<22 : CASPIAN FERRYBRRER

BUIER

IMFINZIF]Etoposide XA &
CarboplatingkCisplatin
miEZ— (N=268)

EtoposidelU &
CarboplatingkCisplatin
mEZ— (N=269)

BEETEH (0S)

AL (%) 155 (57.8) 181 (67.3)
i1 OS (B) 13.0 10.3
(95% Cl (115, 14.8) (9.3,11.2)
fElRth (95% CI) 0.73 (0.59, 0.91)

p & 0.0047

*

ESTRENMPoTR - BIRDI336[E0SEH (MRS HRITI%) - EWENN

#Z 5 (0.0178) Z#kiELan-Demets alpha’BFEK EEAO Brien Fleming typeiE R
" BRASBHEMGEETON - BEE 1 BHMEENSEA (carboplatin 5
cisplatin) - 1 ffE FHARRAMEBEFAEE -

E4 : CASPIANGL B 2 22 B8 FEHARY Kaplan-Meier HH4R
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12.3

104 ‘\_‘ﬁ—\h___‘ —— [MFINZI + chemotherapy
e ) «— chemotherapy
- ‘L""-» - «  censored
% 0.6
-
2
= 0.2 4
0.0 4
0 a 8 ] 12 15 18 21 24
Ime from randomization (months)
A= b 0 3 6 9 12 15 18 21 24
BAA
£
IMFIN 268 244 214 177 116 57 25 5 0
ZI
+ {B&E
b 269 242 209 153 82 44 17 1 0

EIMFINZINMEZERI ARG - 558 =5 AFE A RIPFS (G FEERSE 4 996%) B RE G LbE
750.78 (5% =B &M” : 0.65, 0.94)F5. 1B B AIPFSIE ; MEBEEARI&5.4EH
BIPIPFSE - ZEIMFINZINEERABRID - SHREF A MGERAIORRE68% (95%
EBER : 62%, 73%) - MEBEEHARIR58% 5% ERER : 52%, 63%) -
KIBTEHIE — B 2 AEERIOSIE R fi/\I;/WﬁEP #=carboplatinfyi& A & kR EE
B730.70 (95% 58 &M™ : 0.55,0.89) - #=cisplatinfym A E&ELLE7%0.88 (95% 1555
EfE : 0.55,1.41) -

fEiE%e (BTC)

— Bl A - 85 - LEEHR - 25080 TOPAZ-1 i8R (NCT03875235) - #AA
685 RAMB BB AR MBI AR ER Y BTC - B RBEZZHMA
BEE - A ERIMFINZI 68 gemcitabine & cisplatin¥f 53R HA sk 88/ 14 BTCHY &
o MFMR/REENFEETAE - FIRE > 6 BRZBEZRNBAFTEENSINE
1% - AR S EBERFRERKM IS IFAM (ECOG) f2feihE&m 08 1 20 - HiWER
Z2DE—E/FSE RECIST 1.1 fREEZWBEZRUA -

B MIBENBAATEHESNER | FASERE ; BFEHaRECEEEE %
TR KM ER ; ARREIRZ RERRIUEM KR (@?Ei*’f?F_JZC’“Jﬁx)
AIELEE 1 B IMFINZI B 14 XA S & lH 224 -

BE% 7 Fo kB B R A B (18 32 S A F It BR) KR 2 IR (U & (AT AMEE 72 intrahepatic
cholangiocarcinoma [ICCA] - FF9MEE Rz extrahepatic cholangiocarcinoma
[ECCA]SEEE gaIIbIadder cancer [GBC)7 & -

AT TBEE SR ER LT A&
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o 521 RBEHAMSE 1 XA IMFINZI 1500 mg « 55 1 KK 8 KKt
gemcitabine 1000 mg/m?2 X cisplatin 25 mg/m? - &% 8 [EBH - %S
4 BHEF—Z IMFINZI 1500 mg - 5{2

s 21 RBHWE 1 XitALRE - 5 1 XK 8 XiftFl gemcitabine
1000 mg/m? X cisplatin 25 mg/m? - &% 8 BB - 2%E 4 BEA—RE
R 1500 mg -

IMFINZISt 22 EINER - HFEEERBENBEFREAMINSUERLE -
HaBEFSAHE  BERARKRNEREEEGRZER - nHEERRRCRERS
FEFEUAIRIR/ERFEH (OS) -

Hitn B EHE IR IR R B E R/ AHERER(ETEH (PFS) ~ EEaBENER (ORR)
K EF5 @R E (DoR) « BEE D ECH#ERY 24 BA - 5 6 BET —REENE - Z2%83
8 B—R  HIEREHERRLESL -

AR IRRE RSB © 50% 5B ~ PAIFH6ARR(FE : 20-857%) ~ 47%m A F# R655%
PIE ~ 56%52MA ~ 37%B A ~ 2%FRAFEFEMA - 0.1%=MENSEZ AP AT HT
MREERA%EM ; 51%ECOG B2BER B 1 7 ; [RBEMMERUE : 56% ICCA - 18%
ECCA ~ 25% GBC ; 20 %fm ABEZER - 86%REREM K 14% %5 FERMEEIE S -
RBFRE AP OTER - B E IMFINZI 5t REERNE ABE R LR 6 EE
EA - OSKPFSEEMEIERAINE - R234B4 TOPAZ-1 sl BRRVERMAR -

<23 : TOPAZ- 15 BBAVEMAER

BUER IMFINZIf}F L RIBIHf FGemcitabine
Gemcitabine X Cisplatin K Cisplatin (N=344)
(N=341)

BEETEH (0S)

SET-ARL (%) 198 (58) 226 (66)
OS g (B) 12.8 115

(95% CI)” (11.1,14) (10.1,12.5)
faMsLE (95% Cf 0.80 (0.66, 0.97)

p & 0.021

J|R(EFEH (PFS)

LIRS U AR (%) 276 (81) 297 (86)
g (B) (95% Cl)° 7.2 5.7

(6.7, 7.4) (5.6, 6.7)
fEbgEL (95% CI)' 0.75 (0.63, 0.89)

P.52




12.4

BIEE IMFINZIF L RIH f FAGemcitabine
Gemcitabine K Cisplatin K Cisplatin (N=344)
(N=341)

p 1S 0.001

*f&2 A Kaplan-Meier $74Brookmeyer-Crowley 75 /55T EIS%IEFEEME -
T IR ERAR RS KRR EE A EEA D E Cox thAlBREIL D E -

t fikiEalphaiZ R1E(0.030) b 2 B B EKIE EESER p & ;

§ {k#ZalphaiZ R1E(0.048) b D B HE KR TS LR p & -

Al TR AGHEIMFINZ| 5 R{EERIAHRBIORRZE27% (95%Cl : 22% - 32%) - Rt
BRI RBIORRA19%(95%Cl : 15% - 23%) -

5 : TOPAZ-1 ;X 52AY0S Y Kaplan-Meier B4R

104 "-W_‘.__ Median OS in months (93% CI)
e IMFINZI + Chemotherapy 12X (1.1, 14.0)
09 “k\ Chemotherapy 15001125
o -

Probability of Overall Survival

1 —_— - -
IMFINZI + Chemetlserapy (N =341 ) Il
w0 = = = Chemotherapy (N=344)
T T T T T T T T
3 6 9 12 15 18 a 24
Time from randomization (months)
Number of patients at nsk
IMFINZ] + Chemotherapy 341 3. o4 300 204 278 :I"-. 238 208 174 151 13 lI 93 790 4 57 49 30 09 M4 1512 9 8 1 1 0
Chemotherapy 344 “ \ 9317 “w 283 261 2 I 230 183 159 143 125 TR G5 52 40 2021 1510 B 4 4 3 0 O O

il abe

£ HIMALAYA 58 (NCT03298451) f5F{h 7 IMFINZIEitremelimumabft ARV E
¥ - ZMREIEERE (1:1:1) - AREE - 200K - BeRE2E AR 2T
Iz - BZRIAESBESHHAREAENREA - mAKERSEEIMERFTHEZ
—(IMFINZI 70 trememlimumabzlIMFINZ|)Zsorafenib - BRI EEEER —X
5 E%TIMFINZI 1500 mg A B REFIKE S tremelimumab 300mg - & & 4 B
BEX—XIMFINZI ; 8 4 B—RIMFINZI 1500 mg (REZEMUHCCEERR) ; SiE
X AMRAIKsorafenib 400 mg - HRIEER(ESHIR AT #EZH0E M - IMFINZIBYE
xﬁlnﬂEzE'EEEABU%& YECEIMFINZIAOtremelimumab#E E2sorafenib B9 A k&
AEMNDERFARAMERIBMVI) (BHE) - HRBEEBEMXHBBHCEFT LRSS
g 2 Ah) FAIECOGRIRARAE (0L 1) -
ZA M ABCLC CHAgBHA(REE BRI EEAE)MRA - ZAlREIR T AR R RS
MBEUFFRACEFFXRBBA ; 12 AEARTHIH 2B BN B IZEG) LM ; 6fE
BARZEFEYN AWK ; ABERBAI2EBRNEEMMIRE ; IRITNZAIA
BB RREMIKREER - MARRAINRETET DHEERNRREE - B
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REBRBEFIKMRLMENLAERMTEASEEFIKHRELMNSREARHNEA - TE
B BB P 2 2 RIET BB BARRRE -

TEmREEE  UREANGRKRAZEEEMRRERREBRAZE -
Al BB EEY) A -
FEBEMIEZRZIMFINZINtremelimumab# Eisorafenib#l ~ BV EE 77 5E HE(OS) -
HihEWIER EERERECIST v 1M R E M ERRR(CEEHA(PFS) - B8 &IE
Z(ORR) M EHF &R E(DoR) - BB LER12ERE8BET—R - 2BE121BE

RIRFridEE=

F—R -

IMFINZI 70 tremelimumab#B fsorafenib AR EH A OAETEUEAN T © E14(85%)
FH7<65 % (50%) - PAIFEHE655%(18 = 88 %) - HA(46%) ~ T A(49%) «~ B AL
IEFEEBIA(2%) - ECOG PS 0 (62%); Child-Pugh A%k (99%) - KIMERIL(26%) - AF
IMEBL(53%) - IREREEIEBEFF XL (31%) «~ CEIFFR(27%) ~ KREER(A2%) - BE

REFR24MEG -

<24 : HIMALAYAR BRI BRI R

EiR IMFINZIF Sorafenib
Tremelimumab (N=389)
(N=393)
BiRFEH
FET (%) 262 (66.7) 293 (75.3)
OSHIE (B) 16.4 13.8
(95% Cl) (14.2,19.6) (12.3,16.1)
HR (95% CI) * 0.78 (0.66, 0.92)
pfa’ * 0.0035
ERERIEFEH
SHEHE (%) 335 (85.2) 327 (84.1)
PFSHUEL (RB) 3.8 4.1
(95% Cl) (3.7,5.3) (3.7,5.5)
HR (95% CI)* 0.90 (0.77, 1.05)
ORR % (95% C)3 T 20.1 (16.3, 24.4) 5.1(3.2,7.8)
TERE N (%) 12 (3.1) 0
oK n (%) 67 (17.0) 20 (5.1)
2 FEFs 4B I

P.54




12.5

5 IMFINZI# Sorafenib
Tremelimumab (N=389)
(N=393)
DoR%PAIZY (H) (95% Cl) [ 22.3(13.7, NR) 18.4 (6.5, 26.0)
FERE6EA ZtE6% | 82.3 78.9
FERB12EH8 2EtE5% | 65.8 63.2

*HR(IMJUDO #1 durvalumab Eisorafenib)@E R & Cox LB EEIEE -

T ERD B -

+ EREA O'Brien Fleming #2271 Lan-DeMets o S B R B EZIWE RS
L - IMJUDO #1 durvalumab Esorafenibid#tataEzZ 14125 4 0.0398 ( Lan 1
DeMets 1983 ) -

§ ERNTE BN RIE -

T &1 Clopper-Pearson 7375 -

Cl=15%8E&M[ - HR=7ZMRLE - NR=KZZ|

&6 : OSAYKaplan-Meierpli 4%

1.0+ —— IMFINZI + Tremelimumabs
E = === Sorafenib
S o8 o Censored
]
w
T g6
(]
=
O
S 0.4
=
5
8 02
[]
o
0.0 4

0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38 40 42 44 46
Time from randemization (months)

IMFIMZI + Tremelimumab 393 365333 308 285262235217 197 190176 168158150119 98 75 55 32 19 11 1 0
Sorafenib 389356319283 255 231211183 170155142 131121106 79 62 44 32 21 12 5 1 0

FERERE

DUO-E 2— M - 290 - €5 - “REISRBE MR - RmiAsiEs
HFEABEERAESE—FSAEEHA IMFINZI - #8 IMFINZI A% (fHAZR
BtA olaparib) - BARNFEABENEBRUTNES—1&  iZE /B =8ER (£
Fivsz St R % - BE RECIST 1.1 (REEMOTRIER L) « Fazin B IUEE
& (RemfEF szt AE Y R B2 EBm) ERESR (BB RECIST 1.1 fREEMW
HIEs Ao AIERm) - BEBSHAFIEENIESRE - HRERERNTR
A - TR EELERREEEE - BERE —RIEEHRIREEZHIE/DHERE 12
@R - AroHFMmARR  HABRIPAAFMBHBEENEN EEFEAERERA - B5EE
AYE (carcinosarcomas) « BFfRF=AIERE (sarcoma) BB A ©

BEH DL D BR FEiERERAMIERIEE (MMR) AREE (ThEEIEE STRFE) - Rk
B8 (1B Egai ezl « MIREE (NS 2 IkEMIE) - AL 1:1:1 WEEAIEH A B2
PINE—#A -
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e £ 14 (ZHLE) . 8 3 B—RZILE (paclitaxel # carboplatin) - &%

6 EEBH - LIRS 3 B—R durvalumab Z&E - ER{EEE - REREEE
RREWEAS 4 B—REFS durvalumab ZEHEl - MRS HMEE olaparib &
B - (FRgeE  BIERSEL -

o F 244 (BEE + IMFINZI) : & 3 B—REZHALE (paclitaxel A
carboplatin) - &% 6 @B - LIS 3 B—R durvalumab 1120 mg - 5eA%1E
B ARHIREHERBENEAS 4 B—XRIE= durvalumab 1500 mg -+ XY
K HmfE olaparib ZR A - fFR#FEE - BERIEREIL -

e % 3 #H (Z8{EE + IMFINZI + olaparib) : & 3 #H—RZ AL (paclitaxel Al
carboplatin) - &% 6 {EBH - LIRS 3 B—R durvalumab 1120 mg - &A%
EEE  KREREBERBENHEAS 4 B—RESZ durvalumab 1500 mg
MK EBHmMEE olaparib 300 mg - {ER#IFAE  ERERSL -

mAMRBARERRELUIMNIRRFRE—2Zm (IMFINZI/ZEEIS olaparib/Z &
H) - ofkigsUtEE RARERANHE  VDEREEFRAEMERETAE -
REAEBETIEE RECISTVI EENERBEHEBEIMZNS Y - BRSO ECE -
& 18 BE 9 BET—REBENENE - 288 12 BET -
FEFHIEERABERAMK RECIST 1.1 FHEHEB(EEEH (PFS) - REBEMIER
BIR RS F A (OS) » BEIRER (ORR) Mz & &R (DoR) -

AERARER - HRNIMEE - EREAE (ITT) BEAEPEIIHEE + IMFINZI +
olaparib J&EREA [HR=0.55 (95% Cl: 0.43, 0.69) - p=<0.0001] - DIEEZZ#E
& + IMFINZI )5 Z&89% A [HR=0.71 (95% Cl: 0.57, 0.89) - p=0.003] - PFS iZ2|# st
BEWS - 72 PFS 2475 - Bt OS BERIAEER 28% » 718 BIWAPH 199 A4
BTEH -

$EACIETE (MMR) IRBEEH P RERZFH MMR R A EERR TR - AR
i 718 B AETHEEEL - Hoh 575 A (80%) HIREE#RAE SR MMR IHBEIESE
(PMMR) - 143 A (20%) % MMR kP& (AMMR) -

RIS E PG (AMMR) 7 E R EEFA

£ IMMR BBBAREREAD - ADZERMELER SN  E28FMAEREREFED
fin - —HNEEMAOBERNT | FlePUR62 5% (BB 34 £85m) ~41% &
65 AL~ 1.5% B 75 mM L - 62% BB A ~ 29% BarH ~ 2% =R ASIFFEE
A - ERFEFHUWT : ECOG f28EARRER 0 (58%) 8k 1 (42%) ; 46% BFha2ln - 54% &
FIiREE - AMBEDREERFERNE (83%)  BEEE LA (5%) - & 3%)
A (3%) ~ Kb (2%) REMIER (3%) -

= 25 ME 7 @it AIMMR REEAR S ARAER - AMMR BEEREERE IEE AR
PFS :BHtHAPMIE S E - 23AEE + IMFINZI 484 15.5 B8 - SatEES 10.2 {8
B - T PFS 2#7h% - #ith OS BRI AE S 26% - HEZXZIAEE + IMFINZI & ELUK
EXZAEER 95 BWADRE 25 AREFLXTSH -

% 25 : DUO-E i BpYE 4R (AMMR REFEARARRYRA)
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IMFINZI #F

Carboplatin

Carboplatin Paclitaxel
Paclitaxel
N=46 N=49
|T(L1EEH (PFS) 2P
SHE (%) 15 (32.6) 25 (51.0)
PFS thfti® () (95% CI)° NR (NR, NR) 7.0 (6.7,14.8)
&kttt (95% Cl) 0.42 (0.22, 0.80)
Z#RE=E (ORR) P
ZE X (ORR) N=42 N=42
ORR % (95% Cl) 714 40.5
(55.4, 84.3) (25.6, 56.7)
SSERE N (%) 12 (28.6) 4 (9.5)
7 R EN (%) 18 (42.9) 13(31.0)
R FEH5 & ISR (DoR) P
DoR ot {iI g (B) (£ &) NR 10.5
(2.4+, 26.9+) 2.1+, 25.2+)

R eSS YNSO R

b RARBE—REAP O (BRI L 1 2023 F 4812 H) -

& Kaplan-Meier /53551 -

daBERE  BESEREASEINTE KBNS RIE - RiSAEAEEENEE
BoAIERLERE AL (CarboplatinfiPaclitaxel + IMFINZI 42 N=42 - 2$a{b&A

N=42) -

Cl= 58 &M™ - HR = &f&tE - NR = RZEF
7 : DUO-E s 889 PFS Kaplan-Meier Hi4R (AMMR REEARBERIFEA)
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Platrum.based chemotherapy + IMFINZT
Platiznzm-based chemotherapy =— =

a2 Chemotherapy = IMFINZT
Chemotherpy

0.1
Chemotherapy « IMFINZI v5. Chemotherapy

0.0

a 3 B 9 12 15 18 =) 21 24 27 30
Time from randomisation {months)

Number of pateats at nisk:

Plannum-based chemotherapy + IMFINZI

A 37 36 3 26 19 14 9 5 ¥ 0
Plannum-based chemotherapy

48 41 2B 17 13 g 5 2 1 ] o

SERCIZEINBEIE S (PMMR) F=AIEEER A

£ pMMR EBMARERBAS - AOSERMEBLERFG - £ aEMEREX
BEEoh - —ANBEEMAONZERT  FRPUH 645 (BE : 22 %
86 %) - 48% & 65 Bl E ~ 81% /™ 75 B L ~ 56% 28 A ~ 30% &2

B 6% BRANFFEBA - HHRFGHEN N : ECOG R2BERRER 0 (69%) 2
1 (31%) ; 47% RF2H - 53% RERER - HBERAERETFSAR
(54%) ~ TR (26%) ~ IR (8%)  BEEE LA (4%) - BHRANME
(3%) ~ KA7E (2%) ~ RRM (<1%) KEMBER (3%) -

Z< 26 F[El 8 it pMMR FEREMRERANAER - pMMR JERREBE &L
WAREREAPAIEAE - 2$AEE + IMFINZI + olaparib #8%4 15.2 {&

B - ZtEAR 128 A -

£ PFS 734l - #ch OS ERIARESR 29% - HXZIAEE + IMFINZI +
olaparib Ja LK ER ZIAEEN 383 BRADPA 110 ABESETSH -
% 26 : DUO-E SBRRVERIAER (PMMR IEIEARRERIRA)

IMFINZI + Carboplatin
Olaparib f}H Paclitaxel
Carboplatin N=192
Paclitaxel
N=191
J|E(LTEE (PFS) ab
SHEL (%) 108 (56.5) 148 (77.1)
PFS i€t (B) (95% 15.0 (12.4,18.0) 9.7 (9.2,10.1)
Cl)¢
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IMFINZI + Carboplatin
Olaparib }H Paclitaxel
Carboplatin #] N=192
Paclitaxel
N=191
f&ahskb (95% Cl) 0.57 (0.44,0.73)
ZHRMEX (ORR) P
EH M EZR (ORR) N=147 N=156
ORR % (95% Cl) 61.2 59.0
(52.8,69.1) (50.8, 66.8)
TTENRE N (%) 23 (15.6) 15 (9.6)
BB &N (%) 67 (45.6) 77 (49.4)
K2 FE % 4805 8 (DoR) P
DoR 9 i) (A) (EE) 18.7 7.6
(2.8+,29.6+) (2.1+,29.7+)

B AL -

b RIRBE—RIBP O (ERIELE : 2023 F 48 12A) -

¢ £ Kaplan-Meier /5345518 -

damaE  SESHREASEINTE KBS RIE - RigaEEaE
SEREHFREA ISR MENREAZ (2HEE + IMFINZI + olaparib 4
N=147 - Z#1E%EH N=156) - Cl = F8ER - HR = @kLL - NR = REZEZ|
8 : DUO-E &8[9 PFS Kaplan-Meier f14% (oMMR FEEARBEHITEA)

=l Platmum-based chemotherapy + IMFINZI + olapant ——
Platsmum-based chemotherapy — —
09
0.8 Mudisn FFS H5%Cn
:'; Chemoatherapy + IMFINZI + slapanb 15.8 (124-18.0)
jerfl1 Chemotherapy 9.7 (22013
E ] Hazard Ramo I 5]
506 S Chemotherapy + IMFINZI + olaparib vs. Chemotherapy 037 @44, 078
8" %
B L}
= 05
_L
g 04
E
203 t“""— -
£ ]
w -
‘ —— -—%
0.l B )
Liki]
0 3 & 9 12 15 18 M 24 bl 30 33
Time from randomisation (meonths)
Number of patents at nisk
Platinum-based chemotherapy + IMFINZI + olapanb
191 168 157 132 107 72 35 20 12 5 4 [}
Platinum-based chemetherapy
152 172 156 108 73 v 21 g 1 1 1 1}
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# pMMR EERMARERHEAS -

ZHA1EEE + IMFINZI + olaparib BN ZH(EEA - PD-L1 BHERIRAVE
A (236/383; 62%) #J PFS HR 4 0.44 (95% CI: 0.31, 0.61) - PD-L1 Fz 43
IRAVIE A (140/383; 37%) B9 PFS HR %% 0.87 (95% Cl: 0.59, 1.28) - PD-L1
BURIRERRERBGHES (TAP)21% -

12.6 AAERILEBEDEMIBC)

NIAGARA (NCT03732677) =—IEBE# 2 BC ~ B - 2088 - BNAFEER
IMFINZI 3 gemcitabine A cisplatinfF &itBIRIE M A& - EEREHBIMFINZIE—
BYMWE ST EEHENEE - B MIBC RmAREN - iR B S E (1:1) 1,063 BES
BESRBRMEEM IR - BEAIRESE NMIBCEMIBC 5 M (EEH RN EE A
HIREA - sz B BIRE BB AIEWRE FRAME « e/ AARAME KRS IERE
Bt BNERE - RIENB fa) WRE LREIOEA -
BEHD B BRET % ; BRARIERDHI T2NO 3% > T2NO (838 T2N1 ~ T3 ~ T4a) ; BIf
BE (B ETBFRZE [CrCl] 2 60 mL/min + 2 CrCl 240 & <60 mL/min) ; PD-L1 &RIR=E
(SEE/F2 M) - AR
o FiffA1E 3 B—R IMFINZI 1500 mg + gemcitabine 1,000 mg/m?2 %1
cisplatin 70 mg/m? - 3 4 @B - BEFMEE 4 B—X IMFINZI 1500
mg B—ZYEEaE - &% 8 [EEH - 5k
o FiffA1E 3 B—R gemcitabine 1000 mg/m? 1 cisplatin 70 mg/m? - #% 4 {&
BE - AERTEEEAE -

AT - CrCl 240 £ <60 mL/minfEs A - EEEEBHIRE 1 KME 8 REER
cisplatin —3%& 35 mg/m? -

12 iBET—R RECIST 1.1 i@ :TMh - HZ 36 ERRNE 24 B—R - BZ#%EE 52
B—R - BEERRIEE - SBRERIET

FEBNERIEEREHEMEII T RESE BICR) SHMhHES 4 EH (EFS) - HitfE
N RIZ AR ERRFER (OS) -

BEEMAOBERS : B (82%) ; FlieP I8 65 5% (FE 32 £ 84 %) - Fiie =

65 5% (53%) ; BA (67%) ~ Iz (28%) ~ BABSFEFERIA (0.9%) ~ Hfth (0.8%) - 7
AMEHPEES (8%) ; ECOG BZAEAREE 0 2 (78%) Bk 1 73 (22%) - E=mFtE - lEE S
HY T2NO (40%) 8% >T2NO (60%) ; B MELE NO (95%) 3¢ N1 (5%) ; EE B INEE
(81%) SHERFRETNEE (19%) - BB R EIHE | WIRE LRIRE (85%) - AEBERE W
FRI8E 2% (15%) -

EFRBZHEET - IMFINZI #F gemcitabine & cisplatinZ875 469 & ( 88% ) &
A+ BUKgemcitabine & cisplatini5 441 & ( 83% ) W AR 7T ARERMERE D UIBR
filg -

I BRBENEP ATEE - BE K gemcitabine X cisplatin 42 - IMFINZIfF A
gemcitabine X cisplatinfATEEFS KOS/ HZER T HERN NS - A BRI ETIIR
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FHEARS MR (AT EM I EEIAE ) B IMFINZI (R ETERS - 7
RER 27 LIKE9 - B 10 -

7% 27 : NIAGARA G ERRYBE RS R

IMFINZI f#Fgemcitabine® | GemcitabineKcisplatin (N =
cisplatin (N=533) 530)
EFS”
SHE (%) 187 (35.1) 246 (46.4)
EFS sz (B) NR (NR, NR) 46.1 (32.2, NR)
(95% CI)*
HR (95% CI)' 0.68 (0.56, 0.82)
g4 p as# <0.0001
0s"
SHE (%) 136 (25.5) 169 (31.9)
OS izl (B) (95% Cly° NR (NR, NR) NR (NR, NR)
HR (95% CI)' 0.75 (0.59, 0.93)
g p Est 0.0106

"EFSEHABEMBEAEREE FHE—SHERBENEE  MURAREZRE B
WM TR ERE RERNER ;| ARERZELEDRR MR IR0
A - HIRERPRERERNER ;| BRIEIRBRMEMIRITARATES F MRS
R ARSI SR E MRS RGNS MR ; IEEUREERTT
THIRSRS -

"B E Cox LEAI R -

SREDBHEHRRE -

* Hich TS HBC4S EFS BOFEZE/KA (alpha ) 5 0.0412 - 24 OS HIFEZ KA
0.0154 -

Cl = 58EM ; HR = AL ; NR = F3E3 -

9 : EFSHYKaplan-Meierpli%:
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1.0 IMEINZ] + Chemotherapy ——f—
Chemotherapy = = + = =
0.8+
g7
a 064
]
= i i
2 s g - o
=] gy
‘.g e -
7044
0.24
- T T T T T T T T T T T T T T T T T
D2 4 6 B I 12 14 16 18 2 22 M 2% 2 W R M 3 I 40 42 M 46 48 S0 52 54 56 58 60 62
. Time from randomization (months)
MNumber of paticnts at risk
IMFINZI+Chemntherapy 431 519 475 #4 &4 @1 6 70 1o 58 %4 305 10 11 M3 N2 M2 e 29 18 2N¢ W Ml 0 1 w B 12 m 2 1 0
Chemotherapy 551 4% 4% 44 31 38 M3 MM ML W0 e MR R M M4 M0 ER NS JM I I MMM 0N M & 8 M W W F o0

10 : OSHYKaplan-Meier# 4R

1.0+ IMFINZI # Chemnolhirapy sef—
Chematherapy = = + = =
0.8
sy 'ﬂ"l'-w O,
g T
g m'*"”‘“ﬂ*&mrmu—{u—- ¥
S 06+
g
E 0.4
0.2+
0.0

N B S S S ma s B E B B S S S S e e S S e s e e e S e e S pa
D2 4 & B 10 K2 14 06 18 2 X M B I W T H M OB AW 42 44 4 480 52 % 5 5 62 b
Time from randomization {months)

Numnbser of patienis af risk

IMFINZI+Chemotherapy s s 517 505 00 478 488 @57 446 40 &M 428 4 QI8 410 808 400 175 MR N3 X5 JN 1A 20T 1 S 13 A se M M 7 |
Chemotherapy 330 516 507 40 &7 430 4% 45 41 401 W2 M) WS I A 363 3 IM NI 81 I¥ ZW 215 1M ITE ML 113 W e0 W N W I @

13 BEA#HEE
13.1 8%
IMFINZI (durvalumab) 51 RZE—EEHEABOE - BEEEMEEAR UEA1#
BRI S/ \RNAZHE

e 500 mg/10 mL
* 120 mg/2.4 mL

13.2 %4HA

REHRFSRIZERAIZ
133 fEEFHEG

UREREBCRHT - 28R 2°C £ 8°C > A0%EK - AoJER -
15 Efh
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IMFINZI is a registered trademark of AstraZeneca group of companies.
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