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% 6o 2= At OS & IRF7F H7}gk PFSel| thdh Kaplan-Meier 242 19
2 20 A A H AT
. IMforte A ES FaEA A3 8o

-
o M

a F7has AT B
(o}l Ee) 5t} 2uldE ) (o}E &) F17h)

U= FIPHS N=242 N=241
A AWE717H0S) B2
AL AR (%) 113 (46.7) 136 (56.4)
0S %4z 1Y) 13.2 10.6
95% CI (11.9, 16.4) 9.5, 12.2)
=3} HRT (95% CI) 0.73 (0.57, 0.95)
p-7 0.0174
IRF7} 713k 7218 A Z7]7HPFS) (RECIST v1.1)?
DA A = (%) 174 (71.9) 202 (83.8)
PFS T3k U1 €) 5.4 2.1
95% CI (4.2, 5.8) 1.6, 2.7
=3} HRT (95% CI) 0.54 (0.43, 0.67)
p-#* <0.0001

'0S(AA BEAZH S B0 710k
Pl Ao 2RE ZHY

Sopz= 23l 21 49 HA(og-rank test)ol] 71wkt
108 FEAN ) F7E FoFE 29 0.0313 (¥ vag

°HF PFS ¥4 €98 Fo5E &9 0.001 (F3)3 viag

PFS=progression-free survival; RECIST=Response Evaluation Criteria in Solid Tumors; Cl=confidence
interval; OS=overall survival

a9 1. dA A=7]H0S) Kaplan-Meier =

X

1061

dtisoCtEbs JHEME)

B

Probability of Swrebeal (%)

M

e e e e e e NS S E su I s e s e e e S e S L e LS ]
o1 2 X 4 8 & 7 B 3101 121314 1816 17 18 1% 20 21 23 33 24 28 26 27
Tima [months)
o, ut Mk
Admacirurmah 341 ZIT 230 201 H 1TH 134 130 I M1 B4 M 0 KD 4B &3 3T 3R T ID B 7 3 T & O O 4
1R W BE B9 B B0 K3 AB 8 B AT

9 2. IRF7F H7s Fx138) A E7]7HPFS) Kaplan-Meier =14l
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Probabllity of Progression-Free Survival

| SER{ A P P ) e M L R s e o i EP A L i  FETNL IR P e R e
D1 2 34 5 6 7 8 92101121314 1516177 1819 20 21 22 23 24 25 26 27
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(29 1] A4 $E4 2 F1E R AR A4En

[MEXE 2=2)

O A : AETHAAN 5o FH7FAATAR FFFAA A [E3EL] > A2FE > 1. ZallF5
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2 8 W 3
. JE=A 5 2 3 4 5 6 .
o 1 7t s 7} 5 718
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O AEAE 5=
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ZH47] 58.8% vs 50.8%), ¥ o] Fejr} i g
Hou ol BAst AFEA & W, Al
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o et
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ZHMIC 58.9% vs 47.5%)7F H =2 HIEE Hj
F&Fol l3l+=
o T4 EBEA
- 2gAl Y] AFAEAE Zte 3% S dANE LR R B2 Fes TP F SD oo W
= 29w ste] fA7]e] otHlEEFRE @E tiv] otElEE R 2HdHd
&2 PFS, OS SHA -d4< st &
- PFS 23}, HR 0.54(0.43, 0.67)2 ©5Fof tin] -dAdo] aAlslon i sty T
ol ATl el A7 =E2HAS
- OS Z3, HR 0.73(0.57, 0.95= @55 tfn] ¢-Ldo] A=A
- 22 7P 59H o= HUEe ORR, DORS Al@wel feEld 2947 =25 AS

r Lo

- 24 WAESA ARAT} HAR g A%I0E olEEY TR H YA o #A ek
Lu ARATE BHS PES A APl Fed Ant yEons 94 oot gle Ao

2 42ty

- arold BIpHol A ARt oz ATl FA4 92 AUt dEstoy AlddelA F3E A
7F B B del dlen A H2ET AFEAANA 3 AolE HolA AdE

o A B

- €4 4T T €984 4] HujdEd &5 E otHEeFy ©E v A Assiae
U T oA H=s HWdEd g5 tiH] 24 &3 oA E IR AR SRS
U AdeEd #de] L TheAdol 2 Atdle FAR FE0INE

ADA anti-drug antibody

ADR adverse drug reaction

AE adverse events

AESI adverse events of special interest

AUC. unbound area under the concentration vs time curve
CCOD clinical cutoff date

CE carboplatin and etoposide

CR complete response

CTCAE common terminology criteria for adverse events
CYP cytochrome

DOR duration of response
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ECOG PS
E-R
ES-SCLC
FAS

GCP
G-CSF
HCC

HR

HSD

IRF

v

KM

LDH
muUC
NCCN
NCI

NPT
NSCLC
ORR

0os

PCI
PD-1

PD-L1
PFS
PK
popPK
PR
PRO
RECIST
Q2w
Q3w
Q4w
SAE
SAS
sBLA
SCE

Eastern Cooperative Oncology Group Performance Score

exposure-response
extensive-stage small cell lung cancer
full analysis set

good clinical practice

granulocyte colony-stimulating factor
hepatocellular carcinoma

hazard ratio

Hwang-Shih-DeCani

independent review facility

intravenous

Kaplan-Meier

lactate dehydrogenase

metastatic urothelial carcinoma
National Comprehensive Cancer Network
National Cancer Institute

non-protocol anti-cancer therapy
non-small cell lung cancer

overall response rate

overall survival

prophylactic cranial irradiation
programmed death protein 1

programmed death-ligand 1
progression-free survival

pharmacokinetic

population pharmacokinetic

partial response

patient-reported outcome

response evaluation criteria in solid tumors
every 2 weeks

every 3 weeks

every 4 weeks

serious adverse events

safety analysis set

supplemental biologics license application

summary of clinical efficacy
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SCLC small cell lung cancer
SCP summary of clinical pharmacology
SCS summary of clinical safety
SD stable disease
SOC system organ class
TAM tumor associated macrophage
TTCD time to confirmed deterioration
ULN upper limit of normal
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oF=l PRIYHYE v AFo (DA EREH A3 W 7wk sigtey A8 F =
%

© o]Fo o] IPH Hold SCLC ABAZA 7HE sle Lt udede A AlA o

g F7NAE o] AgFol sl SsAFAT
13. A4 A&F M8 2 XN8H
e A ES-SCLC 3ate] ®F 1x} %
WMe wadste 4¥e fE F7)d AA Q@ T §A

|2t AayclHEYFE £E ORRMF 92 ) Heta
=

daWe Algst= A THNCCN v4

2025; ESMO 2021). 13y tF-E2] ES-SCLC %A= PFS Zzko]l ¢F g, U3k BE7]319]
oF 1oz AWl FAZA B A A EFS o FE RoFrHSocinski et al. 2009; Horn et

al. 2018; Paz-Ares et al. 2019). =3}, ES-SCLC & 1 X

AZVe 2L F71Eb A &a 4te] Ao =

Rol7] wj&o(Armstrong and Liu 2019), ¥ &7 ol A

_32_

oA 2z} X BAIA W]§ =& LHAES




)

A ANA HHGEE e FF vAl SANA AolETR] AEE 8t x=dsta FF Bd
A EZ 75s gAY Belgiovine et al. 2017), HIHAZ A A} AHA &35 YEFATHXie et
al. 2019). %7 A&k ouw\]tﬂ of A a}u]qEﬂEth ot el F5 B8 o WAix et al. 202D =+ 3
g Abd gz 1(PD-1) A Al W18 =25t Hﬂ%&‘ﬂ*(Caﬂes Blanco et al. 2023)2 =)
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15. ARZFZY H7MA A vl #A3J A
o AAWE 202101307, HE +91Y 2021.12.27., [GO43104] 247 AME HHEXTENSIVE-STAGE
SMALL-CELL LUNG CANCER, ES-SCLC) #A-& ot o2 7132 FZ"(CARBOPLATIN)Z A EXA=
(ETOPOSIDE), ©o}H| &8 FTHATEZOLIZUMAB)S o] &3 13 8% o]l% {FALHOZA olHE
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6.3. FEFATGA

. Aele
64. A4k AH

644. AT FFIANY

D =d 4 3

ole| 28] 7] popPKE WA 279 AAFAF( “A14 popPK =E” )2l A|ld ABRE 7Hte g Hrls
ATH Al PCD4989g 2 Ald J0O28944.

% popPK ®j7/l¥ <= Table 79 A A = o Utk

% popPK EdolA AF, ALB, £ Ro, ADAE CLol tis] SAZCE #F23 FwWdolx, AF,
ALB, 42 V1d tis] FAHCRE folg Fwloeln, AHEE V2o tha] SAHOE o3 FHlo]
o} popPK £4] Azl w2 HAHEA 2e Ve CL(F, 29%), VI(F, 18%), V2(Z, 34%)°l ts] %
=4t

Table 7 PCD4989g % JO28944¢l 714kt ol ] F9e HF ALY JAd 4edt 2l up/s FHXA
Az ==
AR FA A RSE(%) % 2(%) V(%)
CL (L/day) 0.200 2 — —
V; (L) 3.28 2 — —
V, (L) 3.63 4 — —
Q (L/day) 0.546 8 — —
CLol| tigt ¢+ -1.12 10 — —
CL ] Wi+ ADA 0.159 25 — —
CLO digt = 79 0.125 17 — —
CLel dig A= 0.808 8 — —
Vil gk el -0.350 21 — —
Vool digk A5 0.559 8 — —
Vool digk A (e]4) -0.129 16 — —
V2ol tiak A (o] A) -0.272 16 — —
o? nl# ko] 9 2} 0.0433 7 9 21%
o? 7Hakzte] 9 A} 16.6 39 9 4 ng/mL
w? CL 0.0867 9 9 29%
w? Vi 0.0328 18 17 18%
w? Vs 0.114 25 33 34%
CL.V, &% 0.341 — — —
CL.V, &% -0.236 — — —
ViVo A3 0.434 — — —
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A ==
vl 7] FAA RSE(%) Z2(%) V(%)
=4 3 40748 — — —

Table 8 obe|Ze]F5} + aauwaﬂ Q7 9 oleEgFEnEelAl Al PopPK Rde ALE o 23

IMforte Ao}l A1F7] B FAAE A olEISFH = AE 8 FACIsHEHAT [VstE
CV%))
=5 AR olH| &g+ + obE| Z 2] 5 vt
2 v E ot
N = 242 N = 239
Cinaxcyelet (ng/mL) 373 [15.5] 377 [16.4]
Cunin,Cyclet (Hg/mL) 71.6 [26.6] 72.2 [29.9]
AUCop214 (ng*day/mL) 2785 [16.1] 2807 [17.8]
ti» beta® (day) 21.5 [25.2] 21.6 [26.0]
Cnax,ss (Hg/mL) 524 [18.5] 531 [20.0]
Chninss (ng/mL) 146 [40.4] 148 [44.3]
AUCq, (ug*day/mL) 5059 [26.6] 5127 [29.0]
AUC F2& 1.82 [13.9] 1.83 [14.4]
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Zpoll A olElEEFH PK(EHE ey 3l #ulded B88y EHE dFsa =& 42 —’Fﬂﬂ
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popPK = dlo A 83 AF9|
A7]sl M= o]lE 3k ko] #FHI =T, AVse]l AR AFJMAE BF v 55 Flvt A
S J

= AFIANART == A®T} AFS BAHFigure 9). A171%5°] A A@ZAE AV)E
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gor ol AFe FAHoR 49T F 9ok

Figure 7 BE& A @Z7FAN = 647)¢] Ao mE A|1F7] otdlEe 5 1200 mg Q3W =& A%
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Atezolizumab Exposure Metrics at Cycle 1 in All patients N=647 — IMforte

by Sex
AUCO-21d (ug*d/mL) Cmax (ug/mL) Cmin (ug/mL)
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Figure 8 2 A@RA7IAKN = 6479 AT AHE9 ol @& A1F7] otHS2F% 1200 mg Q3W ==
A &®

Atezolizumab Exposure Metrics at Cycle 1 in All patients N=647 — IMforte
by Body Weight Quartiles
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Figure 9 =& Al Z7IAHN = 647)2] A17]%5o & A|157] oleH| &8 F% 1200 mg Q3W =& A&

_36_



Atezolizumab Exposure Metrics at Cycle 1 in All patients N=647 — |IMforte
by Renal Impairment

AUCO-21d (ug*d/mL) Crmax (Hg/mL) Cmin (ug/mL)
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1F7] AUCE ¢=3 »d2 Figure 12 2 Figure 130 AAIEo] ot F 2, IMfortee] A9 A1F7]
FEA 87} T2 dolr] Wil ofelEelFw + HuEd T otHEE T ARQEA
7} A AAEHS ok w=F FauE, IMscin00l SE 204 ALLF olE|ZgFR SC &% 1875 mg
Q3Woltt. IfeA Hi nie} Zo], IMfortedl A REE o &S ol &5 1200 mg Q3W<] A|1F7]
AUC 9 A15F7] Cmind @Yo 9 HEaH Al BFAAA & H&Fdd s 53 Aot d4
Ela=

Figure 12 mEE 23 ol Zg 3¢ 1200 mg Q3W A137] AUCS A& zF ¥l
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Figure 13 2d2 o3 ole| &8 79 1200 mg Q3W A|157] Cmine] AlE I+ vl
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IRE7} 7bek PFS 4@ otelZe 75 + Al E Yol 4 5.36704(95%Cl4.30-5.78D ol ot IRF7} 3
7FeE PESol thgk 7hEd-mio]oj(KM) %2 otelEg T + gudEds AlF@7iabsdd dis)
AUC0-21d¢] AHE9IE=E S3l= S thFigure 16). KM EF4 =& ARG boll WEsiAl ZA &
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PFS(IRF) vs AUC at Cycle 1

1.00- AUC, Cycle 1

AUC, Cycle 1 Atezo Q1
median [CI95%)] PFS=5.65 [4.17 - 8.25] months.

AUC, Cycle 1 Atezo Q2
median [CI95%) PFS=4.90 [4.21 - 8.54] months

0.75 AUC, Cycle 1 Atezo Q:
median [CI95%] PFS= S 3.94 - 5.68] months
> AUC, Cycle 1 Atezo Q4
= median [CI95%] PFS=4.30 [4.04 - 6.97] months.
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Figure 17 IMforte At ##ke] ofe|E2]F7F 1200 mg Q3W IV A|15=7] AUC0-21de] ARE9l<pel mWE
Al A&
OS vs AUC at Cycle 1

1.00+ 'ﬂ-.-h AUC, Cycle 1

AUC, Cycle 1 Atezo Q1
median [C195%] OS=12.3 [10.5 - NA] months

AUC, Cycle 1 Atezo Q2
median [C195%] OS=17.0 (12.7 - NA] months

0.75+ AUC, Cycle 1 Atezo
median (C195%] OS= 16\(103 NA] months
> AUC, Cycle 1 Atezo Q4
= median [C195%] OS=11.7 [9.63 - 19.3] months
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3 F RE wojzekel THAL AWF A FANCD §7 THAL AT < 0.0D.

AESI %*§§(24.0%)—% 4% A3, AUCO-21d A1F7I(E% g Figure 18 #F=x) T+ FAME HE
0% FoIFHp = 0.406) xE-¥S WA UERIA gk T BAolA CmaxE

i

Z:E‘r‘ﬂ el AEd 23, gdnte] FAACE Foldvp < 0.0D. 4Ee] A
el Ae, AR HE 2o 2EA asken {2 dAw] p < 0.001404 FAH

.
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Figure 18 IMforte o}le|& 8]+ + HuEHUT AlFZ7EAe] AE 2 E o] olH|&8 5% 1200 mg
q3w IV A1%7] AUCO-21d

AEgrade3to 5
T T T

lue: 0.244 Special interest AE
i WINI' 242 j j | p-value: 0.406
i N=242

o> o tgflom &,
1.04 ° e of) ,"f.‘,‘y: ]
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oA
Q)41 o . Eojgo s
hs 14AE AR D A Lo SRR
.]Lﬂu:]
27] i HAHF=71>
(EXTENSIVE-STAGE carboplatiniﬂr etoposide, atezolizumab ©]-& 14 -
SMALL-CELL LUNG CANCER,|3} ZFX5E 4537] B¢ 5o, 4 F7]9 . e
_ IRF7}  #H7}st
ES-SCLC) 32t tido s 711 | dol& 3-r(21%l) PES
ZZ=1(CARBOPLATIN)® ol Ex |7} 21¥ F719 AllLel A= FAL E3) AA =
A A =(ETOPOSIDE), o} & 2] % atezolizumab 17883 1200 mgS Fof
o
(ATEZOLIZUMAB)S o] &3 1xH<KF-A 71>
[GO43104] s N 25}

FEQH olT {FALWHOZA|AT: Atezolizumab + Lurbinectedin } B
[IMforte] . A . A&7 B}
o}H| & 8] FH(ATEZOLIZUMAB) 3} |Atezolizumab — Lurbinectedin s PFS

o] WItgWoz EAFHE #H)|zt 219 F7]9 A1Y] Atezolizumab 1200 C;RR

9 | J(LURBINECTEDIN)S-  ¢}H||mg IV + Lurbinectedin 3.2 mg/m2 IV DOR

8 FH(ATEZOLIZUMAB)3}  H]|B: Atezolizumab QoL

0

WatE A, F2RYuA, g4z 219 F719) A1Ye) Atezolizumab 1200
S, 71 AEAE mg IV

6.5.2. 343 8 (Pivotal studies)

D @3AEAA

D A= DA BAZGA T TH)

AAAE GO43104= ES-SCLC A5 Ul o= carboplatind} etoposide, atezolizumab& ©]&3 12 &
ToW o fAILWOEA atezolizumab¥e] MF LW O R T HE= lurbinecteding ©E0 2 FoF
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atezolizumab¥} ¥ sh= A, T2, b8 A, t71d Aotk Z7A7E FA 719 o
detd 2zl el %] el A= carboplatin®} etoposide, atezolizumabg o] 83+ 45719

g ¢8 & 3¥gFH-SH771FResponse Evaluation Criteria in Solid Tumor, RECIST) v1.19]
iE-g-olu SD7F A& = ezt 87"

N
moi'

R rlr
Tt |
£

A) ol EFT + U EY EE B olHEY . RAANAL 2 a2 73 73 )
7] A8l =dst £5 FAuA A 58 11 HEE o] FAHT. R o

= Ao

¢ FAAR HolzgRloA Hx FF FFE dY IFECOG) Fdl5H FHPS) O vs. D
o FAA AFY HAE 53 FAAS wol2ekelol A LDH (< A743HULN] vs > ULN)

¢ FEXFE HolxEloA b Aol A (o vs. oty L)

o A3 ok T AN ZAHPCD X F AR (o vs. olY 2

=)

@) TAA PHEE dZAIAGA F 23D
of AldellA= IRFlA 3743k PESel theh 3 &40 Ald =] A &t OSoll thsiA= 3 2he) ¢
S 249 3 2] HF 24e AAsH BokE 11 Fa).

0S F3+ 42 FASel A Apwdo] oF 2197(FASS] 7hAb 450 5 48.7%; FASolA OS HZEEA S $3)
QTEHE A 7o oF 68%) BEE AH e HAT] FAHAE dud AH %— FYst= ANHom
A=l Utk Ha FHJF L Hx A7 4509 9 7‘<L7};<}7} oAMAY T 5Y, E= HE

EREI7]7F 4509 el A5 vh e FrhAs RAMAE F 5ALR YA,

0 B4 HF BAoIAY BAH Fol4ol hE FAL 05 e AA AlF 0FEL 0.049 Ex

0.05 =X FAsH7] Y8 2ol gd2bvg7F -1.5%0 3-Al-v7hy &3k 4H] g4 (Hwang et al. 1990)

g uigow 249 otk 05 3 A% AT Aol U@ 29 AAS = 1o ki AAE
_]

=1 HAYE2|2te] S22 E4 1 =T 240 &t M AIE X 24
FPIZ = E{o] 2= pitoll A el FX EAH(HR)
S22k EHH| IRFoll A4 75t PFSZt IRFoll 4| B7IEt PFS7}
=4 FHAHYE) (MHF) SBAXHCE ResHR| Y2 FEF SHAZCE RestES
oS 1A 27 68% (219) p <0.0248 p <0.0253
(HR <0.738) (HR £0.729)
0S FA 41 100% (323) p <0.0372 p £0.0380
(HR go.?ga} (HR <0.794)
FA==5 E4(final analysis), FP1=7x7|2| 3 2i# F7}A S S(first participant in the maintenance

phase); HR=%| E¢&|(hazard ratio); IA=EZt E4(interim analysis); IRFollAM HI7i5t PFS==&8H HE

Aol M Hater SRS M ET | ZHIndependent Review Facility-assessed progression-free survival);
0S=H & &7| ZHaoverall survival).

Figure 115 278 54 A=
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Two sided a = 0.05

If rejected, @ = 0.001 will be
passed to OS

IRF-assessed PFS in FAS
(@ = 0.001)

05 in FAS
(a = 0.049)

If rejected, @ = 0.049 will be
passed to IRF-assessed PFS

2) TEF AT AH

D A7+

+ ECOG PS 0 ==

o FIREYHE, JdEZAE 9 olHE
RECIST v1. 101] mE Xy T 4 HJO(CR), & WES(PR)

o mpA s &7Fo] olE|EE T, JMREGE EE JdEZAE FA(H Zol&
B 53(35¢) olvjel F2uiAHE AT PCIE e APZ7IAE vpA e &89 fFEASZREIF
(63Y) ool T2l A = lojoF gt

. '6"\":?1' goﬂa']— o) Etﬂ- 7]_,,]. 7]‘—-

@) A=A

FASell= 4839 ¢ A @377t s duketel £l T+ g d ol A 2427 3! ole| e F ol

A 2417). DA R PEA(CCOD; 2024 74 29) AlF ol FASOIA, ot &2l FHT(B7.7%)E T ofHl <
FR+H R D ZU7.9%) A O 2 Bl AI@RTIAE Ade TaeElen, otHEdFETl

Aol B e Aol I #Ed xolE AHgth

AAZ oz, ATTA LA

Exqe obHEeFHTolA

3= 654) AEATR

Hlgo] © =

flo

Al

N
(51.2% vs. 62.7%)= A L3tal, T NI ol HAZ FAETH
IMFORTE =3 Aot
SJEEAFY | olElEAFT+ | otEEAFE EEEER
(N =240) SRR e Ean
(N < 242) (N=3178) (N = 554)

A% _(A)
A+t (SD) 66.0 (8.0) 65.1 (7.6) 63.3 (10.8) 59.0 (12.9)
=okzk 67 65 64 61
Hg - Adigk 35 — 85 38 - 85 20 - 92 18.0 - 85.0
ARZ (A

<65 90 (37.5%) 118 (48.8%) 1595 (50.2%) 347 (62.6%)
>=65 150 (62.5%) 124 (51.2%) 1583 (49.8%) 207 (37.4%)
AET (A

< 65 90 (37.5%) 118 (48.8%) 1595 (50.2%) 347 (62.6%)
65 — 74 117 (48.8%) 94 (38.8%) 1105 (34.8%) 169 (30.5%)
75 — 84 32 (13.3%) 29 (12.0%) 458 (14.4%) 36 (6.5%)
>=85 1 (0.4%) 1 (0.4%) 20 (0.6%) 2 (0.4%)

A

44 90 (37.5%) 91 (37.6%) 1146 (36.1%) 408 (73.6%)
A 150 (62.5%) 151 (62.4%) 2032 (63.9%) 146 (26.4%)
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IMFORTE

=% e

ole|FIFH | olHEHFH+ ote|FIFH HH| e d
(N = 242) (N=3178) (N =554)
AF
obv ]zt Q) T 0 1 (0.4%) 4 (0.1%) 1 (0.2%)
o7 Al
oAl o}Ql 30 (12.5%) 31 (12.8%) 320 (10.1%) 8 (1.4%)
51 & ol I 1 (0.4%) 3 (1.2%) 73 (2.3%) 12 (2.2%)
u] =2l
slefo] Y5l E= 7]E} 0 0 7 (0.2%) N/A
EE Y AEdl
w2l 199 (82.9%) 195 (80.6%) 2533 (79.7%) 433 (78.2%)
7] Et 0 0 121 (3.8%) 5 (0.9%)
= 0 0 6 (0.2%) N/A
HuwA ok 10 (4.2%) 12 (5.0%) 0 95 (17.1%)
2] s 0 0 114 (3.6%) N/A
3 QFET
o} Al o} 9l 30 (12.5%) 31 (12.8%) 320 (10.1%) 8 (1.4%)
59l T ofX g 1 (0.4%) 3 (1.2%) 73 (2.3%) 12 (2.2%)

R

91 199 (82.9%) 195 (80.6%) 2533 (79.7%) 433 (78.2%)
7]} 10 (4.2%) 13 (5.4%) 252 (7.9%) 101 (18.2%)
e

ghapo] 240 242 3178 N/A
S|y A = g 16 (6.7%) 16 (6.6%) 117 (3.7%) N/A
éliﬂh‘ A £ e 209 (87.1%) 206 (85.1%) 2774 (87.3%) N/A

° i

B & 15 (6.3%) 20 (8.3%) 200 (6.3%) N/A
1] 0 0 87 (2.7%) N/A
A4

ofAlo}-B I ¥ 30 (12.5%) 30 (12.4%) 240 (7.6%) 0

S ~EfYdgo} 0 0 42 (1.3%) 0

T 2 ol g7t 3 (1.3%) 4 (1.7%) 14 (0.4%) 0
e T 190 (79.2%) 194 (80.2%) 1367 (43.0%) 439 (79.2%)
Hold 2|7} 17 (7.1%) 14 (5.8%) 1515 (47.7%) 115 (20.8%)
o] 22l AF (kg)

gapo] 239 239 3125 554
H+ (SD) 74.61 (16.36) | 75.81 (16.84) 75.62 (18.08) 71.7 (17.4)
iRl 72.7 74.2 74 69
Hagk - Ak 42.0 - 155.0 41.0 - 169.1 343 - 175.8 37.0 - 140.8
Hjo]~2¢l ECOG 358 A4y

3hate] 240 242 3069 554

0 102 (42.5%) 105 (43.4%) 1201 (39.1%) 251 (45.3%)
1 138 (57.5%) 137 (56.6%) 1832 (59.7%) 275 (49.6%)
2 0 0 36 (1.2%) 28 (5.1%)

_43_




IMFORTE =3 At

ole|FIFH | olHEHFH+ ote|FIFH HH| e d
(N =240) HEjdEd Eaba Eabe
(N = 242) (N=3178) (N =554)

&4 og

ghate] & 240 242 3072 N/A

A5 Sl 5 (2.1%) 7 (2.9%) 842 (27.4%) N/A

& A 72 (30.0%) 88 (36.4%) 344 (11.2%) N/A

o] 163 (67.9%) 147 (60.7%) 1886 (61.4%) N/A

ECOG = Eastern Cooperative Oncology Group, "= &% £ &8 Z15; N/A = not available,

& FALe f1S; SD = standard deviation, <=3}

A% W FA ol HuvEg wEay i gans FREA L

FASE F2 w<Ql(81.6%) Z FA AFA7IAH625%E TAE AT vo] AL 66408 9: 35-854DA
o A@R7EAS] dioes F8F $5(079.5% 4ol F9 AAHO7.5% 0] AT A EAY
A a1 wet, B Al RTIAE 7% 2 EI(ECOG PS 0 =& DE Rt

Hlol 22}l AW EAL & Ito +3 T3t

2 o]
= TS E AIEEAY didss Aeol ES-SCLC IS EShtH91.5%).

=
=
3T
(s}

o

-
o
=

FANEE WE
ES- SCLC AWl AY $5749 A%t F9ake 07480l

Table 13 Summary of Baseline Disease Characteristics (Full Analysis Set)

from IS-5CIC Dx (months)

| oluzgzw ol = F 5t + ul v e g
12t FrAg
IRF 7} 4713 PFS N =241 N =242
AP el A g AlAZTEAE (%) 202 (83.8%) 174 (71.9%)
Fokak e 2.14 5.36
<3} HR (95% ClI) 0.54 (0.43, 0.67)
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p-#k (T3 =1-+9) <0.0001

0s N =241 N =242
AFE T (%) 136 (56.4%) 113 (46.7%)
T4k, M4 10.64 13.24
=3} HR (95% CI) 0.73 (0.57, 0.95)

p-#k (T3 =1-9) 0.0174

(2 &5 12 F+&A H7bds  RE7F 9718k PFS

CCOD @ Ao FASell A, otdl| &85 (83.8%)3 Hlw el ote| 2R+ R e d(71.9%) 4 o &
H &2 A P37EA7E IRF7F 3 71e ?J_tﬂ A8 s AABPES A& B8k tHTable 5). 53 HRS
0.54 (95% CI. 0.43 ~ 0.6 &3} p-#£-2<0.0001c1R 0™ o]of Hl3] F& AA = 0.0010] A=, ol
olRl S+ @5 Foloh Hluws] otelEeFi+eHIdEHd BE Fo A FAHCE Fo3 S U
Bt PES 713t Sk otHlE el FHT@.1470€)3t viwsl obE| 2] F R+ vl H d 2 (5.367 €)ol
A H A

Table 5 IRF7} g71ek F3) AEol] thdk Abd7kA1 o] AzE 2oF CAA A thdD)

Patients with svent (%) 202 (B3.3%) 174 (71.9%)
contributing event

Unstratified Analysis
p=value (log- rank) <. 0001

.56
10.46, 0.89)
<,000L
0.54
(9.43, 0.67)
remaining at risk 34 Te
e Rate (%) 12.6€ 41.22
{13.45, 23.87 (34.58, 47.88)
in Event Free Rate o BEIE
(14.12, 3L.00}
1n
remaining at risk 13 24
ent Free Rate (% 12.03 Z0.54
{7.27; 16.E (14.37, 26.72)
Difference in Event Frees Rate B.51
85% CI (0.72, 16.31)

Figure 2 IRF7} 718k PESel thigh 7h&&-mlolo] &5 (AAEA &)
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Kaplan-Meier Plot of Progression-Free Survival per IRF, Full Analysis Set
Protocol: GO43104

100

% Treatment Group
" Atezolizumab (N=241)
. — - — - Atezolizumab+Lurbinectedin (N=242)
% + Censored
80 o
L_
1 s
< 60 %
< % Treatment Group
2z ' Median + 95% CI
o l Atezolizumab 214 (1.64,273)
§ 5 Atezolizumab+Lurbinectedin  5.36 (4.24, 5.75)
a 40 i
20
o . . . . . . .
01 2 3 4 5 6 7 8 9 1011 1213 14 15 16 17 18 19 20 21 22 23 24 25 26 27
Time (Months)
No. of patients at risk
Atezolizumab 24122412379 69 50 34 27 27 24 18 16 13 131212 7 6 5 3 3 2 2 1 0 0 0 0O
Atezolizumab+Lurbinectedin 242231184152138103 76 62 57 43 35 33 24 20 16 14 11 10 4 2 1 1 0 0 0 0 O O

NE = Not estimabie.
Data Cutoff 20JUL2024: Rave Data Extracted: 010CT2024

Progiam: huildsistudies/clincalreporting/GO43104_CSRPrimary_IA 2024 3740449/programsiigi_ef km.sas
T30386/G043104/CSRPrimary_IA, 2 ef_km_PFSF_FAS pof

12DEC2024 1919

7}k PFSol| tigh W1t = #42 FASOlA IRF7F 37Fg PES A Holl 4 23] o] wed
TEF H7F BEY FEFS Brisk] A& FHHJT A= E49] AI(E 3 HR: 0.50; Table 6)= 13+

Table 6 IRF7} 871k PES Al Holl A< 23] o]

Jression
t =vent (%)

nt  (months)

(11.98, 22.45)

Difference in Event Free Rate
958 CI

IRE7} %7} PFSe] 8% 54& FASelAl IRF7F B7kak PES A7) @l 74 NPT Alzhe] gake 97}s)
71 93 FyFUT. BE: BAe] A3(=3} HR: 0.52; Table )= 1xF 4 Az(Z3 HR: 0.54; Table 5)
o} I
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Table 7 IRF7} 8718k PFS Al A WI-J3A@AGA 2W e 9&F AR D)

Forest Plot of Progression-Free Survival per IRF by Subgroups, Full Analysis Set
Protocol: GO43104

Atezolizumab+

100

Atezolizumab Lurbinectedin
(N=241) (N=242) Atezolizumab+
Total Median Median Hazard 95% Wald Lurbinectedin Atezolizumab
Baseline Risk Factors n n Events (Months) n Events (Months) Ratio Cl better better
All Patients 483 241 202 24 242 174 5.4 056 (0.46, 0.69) —
Age group (years) L
<65 208 90 73 1.8 118 86 5.4 0.64 0.46,0.87) m
>=65 275 151 129 25 124 88 55 051 0.38.0.67) :
Sex
Male 302 151 131 1.8 151 110 55 0.49 038.0,64; ‘»1}
Female 181 90 n 27 9 43 0:69 0.49, 0.98
|
ce |
American Indian or Alaska Native 1 1 1 83 NE
Asian 62 31 26 1.8 31 22 63 0.48 (0.27,10.86 e
Black or African American 4 1 1 14 3 3 83 <0.01 (0.00, NE
White 394 199 167 241 195 140 47 058 .46, 0.7 !
Not Reported 2 10 8 28 12 38 052 0.18, 1.47, : i
Ethnicity |
Hispanic or Latino 32 16 13 26 16 8 6.8 0.41 0.17, 1.01; .
Not Hispanic or Latino 416 210 176 21 206 153 49 0.60 0.48.0.75 L
Not Reported 35 15 13 1.8 20 13 54 032 0.14, 0.76) F==yl
|
Region
Asia-Pacific 61 31 26 1.8 30 21 63 0.48 0.27, 0.87) o
Europe and Middle East 384 190 157 24 194 140 5.4 0.60 0.48.0.76) ]
North America 31 17 16 241 14 10 31 036 0.15. 0.90) e
Central and South America b 3 3 15 3 5.1 0.40 0.06, 2.47) '—'-:——<
Tobacco Use History |
Never 12 5 4 14 7 6 58 0.49 0.12, 2.01) !
Current 161 73 57 25 88 61 47 0585 0.45, 0.95; HiH
Previous 310 163 141 21 147 107 55 053 0.41.0.68 L
LDH at Enroliment ;
<=ULN 200 94 80 23 106 65 63 0.39 E .28, 0.54 HEH
>ULN 280 145 120 21 135 108 43 071 0.54, 0.92 -
Unknown 3 2 2 38 1 1 85 <0.01 (0.00, NE) .
ECOG at Enroliment |
0 194 93 73 28 101 76 44 0.68 0.49,0.94) m
1 289 148 129 241 141 98 56 0.49 0.37.0.64) ?
|
|
1100 1
Hazard ratios and the associated Wald confidence intervals were estimated using unstratified Cox regression.

The vertical dashed line indicates the hazard ratio for all patients.
The size of the symbol is proportional to the size of the population in the subgroup.

Data Cutoff: 29JUL2024; Rave Data Extracted: 010CT2024.
Program: /builds/studies/clinicalreporting/GO43104_CSRPrimary_|A_2024_3740449/programs/tig/g_ef fp.sas
Qutput: focean/harbour/CDT30386/G0O43104/CSRPrimary_IA_2024/prod/output/g_ef fp PFSF_FAS_ P1.pdf 12DEC2024 18:58

o S19lE B4

Figure 5 IRF7} B7tgt 538 A& -9 4 (FAS)
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Forest Plot of Progression-Free Survival per IRF by Subgroups, Full Analysis Set

Protocol: GO43104

Atezolizumab+

Atezolizumab Lurbinectedin
h=241) (N=242) Atezolizumab+ :
Total Median Median Hazard 95% Wald Lurbinectedin  Atezolizumab
Baseline Risk Factors n n Events (Months) n Events (Months) Ratio ci better better
All Patients 483 241 202 21 242 174 5.4 0.56 (0.46, 0.69) ’—-—'
ECOG PS at Randomization (eCRF) |
0 207 102 82 26 105 76 5.4 0.58 (0.42, 0.80) ——
1 276 139 120 21 137 98 4.7 0.56 (0.43,0.73) ——
I
ECOG PS at Randomization (IXRS) |
0 205 102 82 26 103 76 5.4 0.61 (0.45, 0.84) —
1 278 139 120 21 139 98 5.4 0.53 (0.40, 0.70) Hl‘H
LDH at Randomization (eCRF) !
<=ULN 355 179 150 25 176 123 5.5 0.53 (0.41, 0.67, ——
>ULN 128 62 52 1.6 66 51 4.0 0.65 (0.44, 0.96) b
|
LDH at Randomization (IxRS)
<=ULN 357 177 150 24 180 127 5.5 0.51 (0.40, 0.65) ——
SULN 126 64 52 1.6 62 47 38 0.73 (0.49, 1.09) ,_:_.74
Liver Metastases at Enroliment (eCRF) |
Yes 194 94 87 1.6 100 75 44 0.45 (0.33,062) H—#—7d
No 289 147 115 28 142 %9 56 0.62 (0.48, 0.82) i
4 I
Liver Metastases at Enrollment (IxRS)
175 87 80 1.6 88 66 45 0.44 (0.32,062) ——@—-
No 308 154 122 28 154 108 5.5 0.62 (0.48, 0.81) —l—
I
Prior Receipt of PCI (eCRF) |
Yes 71 37 29 29 34 25 4.1 0.76 §n.44‘ 1 31; f
Ne 412 204 173 21 208 149 5.5 0.53 0.42, 0.66 >—-—<
Prior Receipt of PCI (IXRS) !
Yes 69 35 29 1.6 34 25 4.0 0.69 (0.40,1.18) T R
No 414 206 173 22 208 149 5.5 0.54 (0.43, 0.68) —
|
|
I
310 1

Hazard ratios and the associated Wald confidence intervals were estimated using unstratified Cox regression.
The vertical dashed line indicates the hazard ratio for all patients.
The size of the symbol is proportional to the size of the population in the subgroup.
Data Cutoff: 29JUL2024; Rave Data Extracted: 010CT2024.

Program: /builds/studies/clinicalreporting/GO43104_CSRPrimary_|A_2024 3740449/programsi/tig/g_ef fp.sas
Output: /ocean/harbour/CDT30386/G043104/CSRPrimary_|A_2024/prod/output/g_ef fp PFSF_FAS_P2.pdf 12DEC2024 18:51
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CCOD BAlell FASO A, otdlEe] 7 (56.4%) BTt otH| S|+ vl H AT (46.7%)° A T % l
&9 A @77 Absl tHTable 8). &3 HR2 0.73 (95% Cl: 0.57 ~ 0.99)% 3 &3} p-3t< 0
dom ol Hlal AGAIFAGA A Hej¥E Hwang-Shih-DeCani & A= 0.0313¢] &=, o= O}Eﬂ
o5y 95 Foo vlud] otelEeFi+HdHd B8 Fo A FAACE {7 ALS dEd
o ZhEE-mtolo] 4 OS T otHEeFHw(10.6471 )R oS Ft+e R E W (13.24
AelM o 2t

Figure 6 4 A&l that 7hE-mtolo] &3 (FAS)

Kaplan-Meier Plot of Overall Survival, Full Analysis Set
Protocol: GO43104

100 Treatment Group
Atezolizumab (N=241)

— - — - Atezolizumab+Lurbinectedin (N=242)
LS + Censored

80

60

S
2
b=
o
2
<]
o 40
20
Treatment Group
Median + 95% CI
Atezolizumab 10.64 (9.49, 12.16)
Atezolizumab+Lurbinectedin  13.24 (11.89, 16.36)
01 2 3 4 5 6 7 8 9 10111213 1415 16 17 18 19 20 21 22 23 24 25 26 27
Time (Months)
No. of patients at risk
Atezolizumab 241237230211196179154 138126111 94 81 69 60 49 4537 29 17 10 9 7 2 2 0 0 0 O
Alezoilzumab+Lurbmectedln 242238232221209191174151136118104 93 81 69 60 52 46 36 25 17 11 8 4 1 1 1 1 0

NE = Not ble.
Data Cutof 29JUL2024 Rave Data Extracted: 010CT2024.

Program: /builds/studies/clinicalreporting/GO43104_CSRPrimary_IA_2024_3740449/programsfigia_ef_km.sas
Output: /ocean/harbour/CDT30386/GO43104/CSRPrimary_IA_2024/prodloutputig_ef km_OS_FAS.pdf
12DEC202419:18

o NIIT B
BZ BAo NHA7IA7F OS AHd e Z25AHW712 NPTE Eoule Zolo] A7t 712 & 10%, 20%
2 30% Ao ZH NPTE A & gle 45, OS A3yt ofwl IS we ¢ J=AE FAH]

el AAHEAT. e 40 daes 12 24 2ot LA A ti(Table 9).
NPToll thai 10%, 20%, 2 30% &A¥ AL 7|3 & OSol| that 7h&7-vtolo] Exo] HFHo| Urh

Table 9 AA AEol| PA= BI-YEANFALIA FEare & (FAS)

A AME Z3l S5 (95% CI)
d AR NPT &<l 0.71 (0.55, 0.92)
20% Tr‘il*é AR NPT < 0.72 (0.55, 0.93)
d A= NPT @9l 0.71 (0.55. 0.92)

. ST A

ATEATH 54 8 volxehel AW S4ol /Mg A AoH 9T e ARe tus o)
oA olelZeFe Uyl olelEe e g Tle] 05 §94e HAFQUT, ol FASHIAH TEH
A4 dxgoH(Figure 7).

Figure 7 A A 9b-&-9] st &4 (FAS)
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Forest Plot of Overall Survival by Subgroups, Full Analysis Set
Protocol: GO43104

Atezolizumab+

Atezolizumab Lurbinectedin
(N=241) (N=242) Atezolizumab+
Total Median Median Hazard 95% Wald Lurbinectedin Atezolizumab
Baseline Risk Factors n n Events (Months) n Events (Months) Ratio [«] better better
All Patients 483 241 136 1086 242 113 132 074 (0.58, 0.96)
Age group (years)
<65 208 90 49 122 118 53 154 077 0.52, 1.14]
>=65 275 151 87 101 124 60 129 0.76 0.55, 1.05
Sex
Male 302 151 88 10.1 151 75 129 0.72 0.53, 0.98]
Female 181 90 48 11.5 91 38 13.9 0.78 0.51, 1.19)
|
Race |
American Indian or Alaska Mative 1 1 0 NE NE NE
Asian 62 31 14 12.2 31 13 10.8 0.86 (0.40, 1.84)
Black or African American 4 1 0 NE 3 0 NE NE NE
White 394 199 118 10.1 195 92 135 0.71 0.54. 0.94
Not Reported 22 10 4 12.0 12 8 73 2.31 0.68, 7.82] j
Ethnicity |
Hispanic or Latino 32 16 9 10.2 16 5 NE 045 0.15. 1.
Not Hispanic or Latino 416 210 121 10.2 206 99 13.2 0.75 0.57, 0.98
Not Reported 35 15 6 12.0 20 9 16.4 1.21 0.43,3.39
Region
Asia-Pacific 61 31 14 12.2 30 1 16.5 0.81 0.37,1.75
Europe and Middle East 384 190 108 10.6 194 91 135 0.74 0.56, 0.97
North America ; 31 17 1 9.0 14 8 7.7 1.08 0.43, 2.69; =
Central and South America 7 3 3 10.1 4 NE 0.87 0.14, 5.51) ’—L" 1
Tobacco Use History |
ver 12 5 3 10.7 3 18.1 .34 T L
Current 161 73 39 10.7 a8 38 13.2 0.79
Previous 310 163 94 106 147 72 135 .76
LDH at Enroliment
<=ULN 200 94 44 13.2 106 36 15.0 0.71
>ULN 280 145 91 10.1 135 76 1.9 0.78
Unknown 3 2 1 NE 1 1 178 141 ’7‘—'
ECOG at Enroliment |
0 194 93 40 153 101 48 135 1.16 i
1 289 148 96 9.0 141 65 12.9 0.58 I‘*
|
|
T T
1/100 1 100

Hazard ratios and the associated Wald confidence intervals were estimated using unstratified Cox regression.
The vertical dashed line indicates the hazard ratio for all patients.
The size of the symbol is proportional to the size of the population in the subgroup.

Data Cutoff: 29JUL2024; Rave Data Extracted: 010CT2024.
Program: /builds/studies/clinicalreporting/GO43104_CSRPrimary |A 2024 3740449/programsitig/g_ef fp.sas
Output: /ocean/harbour/CDT30386/G0O43104/CSRPrimary_|A_2024/prod/output/g_ef fp OS FAS P1.pdf 12DEC2024 19:08
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Forest Plot of Overall Survival by Subgroups, Full Analysis Set
Protocol: GO43104

Atezolizumab+

Atezolizumab Lurbinectedin
(N=241) (N=242) Atezolizumab+
Total Median Median Hazard 95% Wald Lurbinectedin  Atezolizumab
Baseline Risk Factors n n Events(Months) n Events(Months) Ratio Cl better better
|
All Patients 483 241 136 10.6 242 113 13.2 0.74 (0.58, 0.96)
|
Lung Metastases at Enrollment j
Yes 445 224 126 10.7 221 104 13.2 0.75 (0.58, 0.98)
No 38 17 10 101 21 9 143 0.60 (0.24, 1.50) =
|
Response to induction treatment per Investigator ‘
CR/PR 419 213 115 11.1 206 92 13.9 0.76 (0.57, 0.99) .
SD 53 25 18 88 28 17 10.8 0.62 (0.31, 1.24) ""‘*
PD 4 2 2 8.3 2 1 NE 0.39 (0.03, 4.44) |
|
|
|
|
|
|
|
|
|
|
}
|
|
|
T T TTTTIm T TTTTIT T T T T T 1T
1/100 1 100

Hazard ratios and the associated Wald confidence intervals were estimated using unstratified Cox regression.
The vertical dashed line indicates the hazard ratio for all patients.
The size of the symbol is proportional to the size of the population in the subgroup.

Data Cutoff: 29JUL2024; Rave Data Extracted: 010CT2024.
Program: /builds/studies/clinicalreporting/GO43104_CSRPrimary_IA_2024_3740449/programst/tlg/g_ef_fp.sas
Output: /ocean/harbour/CDT30386/G0O43104/CSRPrimary_|A_2024/prod/output/g_ef fp OS_FAS P3.pdf 12DEC2024 19:10
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Forest Plot of Overall Survival by Subgroups, Full Analysis Set
Protocol: GO43104

Atezolizumab+

Atezolizumab Lurbinectedin
(N=241) (N=242) Atezolizumab+ )
Total Median Median Hazard 95% Wald Lurbinectedin  Atezolizumab
Baseline Risk Factors n n Events (Months) n Events (Months) Ratio Cl better etter
All Patients 483 241 136 10.6 242 113 13.2 0.74 (0.58, 0.96) '—-—‘
ECOG PS at Randomization (eCRF) !
0 207 102 53 12.0 105 51 15.0 0.88 (0.60, 1.29) e e
1 276 139 83 10.0 137 62 12.3 0.66 (0.47,092) = =
|
ECOG PS at Randomization (IXRS) |
0 205 102 54 12.0 103 51 143 0.88 (0.60, 1.29) T
1 278 139 82 10.0 139 62 12.3 0.66 (0.47, 0.91) (—._:—‘
LDH at Randomization (eCRF) [
<=ULN 355 179 97 10.7 176 72 16.1 0.66 }0.49, O.QO; <~
>ULN 128 62 39 10.1 66 41 9.1 0.96 0.62, 1.50 i
LDH at Randomization (IXRS) ‘
<=ULN 357 177 97 10.6 180 76 15.4 0.67 (0.49, 0.90) <~
SULN 126 64 39 10.1 62 37 8.9 1.00 (0.63, 1.56) i J—

Liver Metastases at Enrollment (eCRF)
s 194 94 63

Ye! 8.6 100 55 12.0 0.70 (0.48, 1.00)
No 289 147 73 12.3 142 58 16.1 0.76 (0.54,1.07)

Liver Metastases at Enrollment (IXRS)
Yes

175 87 58 8.0 88 46 12.7 0.64 (0.43,095) < @——H
No 308 154 78 120 154 67 14.3 0.81 (0.59, 1.13) -

|
Prior Receipt of PCI (eCRF) |
Yes 71 37 18 123 34 16 123 1.02 §a,sz‘ z.oo; f ;

No 412 204 118 101 208 o7 135 0.70 053.092) M —
Prior Receipt of PCI (IXRS) )
Yes 69 35 18 123 34 16 123 0.89 (0.45,1.77) :

No 414 206 118 101 208 97 135 0.71 (055,003 ———
I
|
|

T
112

Hazard ratios and the associated Wald confidence intervals were estimated using unstratified Cox regression.
The vertical dashed line indicates the hazard ratio for all patients.
The size of the symbol is proportional to the size of the population in the subgroup.

Data Cutoff: 29JUL2024; Rave Data Extracted: 010CT2024.
Program: /builds/studies/clinicalreporting/GO43104_CSRPrimary_|A_2024_3740449/programs/tlg/g_ef_fp.sas
Qutput: /ocean/harbour/CDT30386/G043104/CSRPrimary_|IA_2024/prodfoutput/g ef fp OS FAS P2.pdf 12DEC2024 18:29

@) 27 BrhA%
O ABAT} BAE TR AE

CCOD Aol FASOllA, olelE8 FHT(85.5%) T otHlEe]F+ e DT (73.6%) 1A O 22 H
&9 AF@Z7EATE A@AZE W7EE PES A& @kl (Table 10). 534 HR2 0.55 (95% CI: 0.45 ~
0.68)th. PFS 713t F4¢a-S otelEdFwQ.73/0)3 mlwsl ofe| e Frt+ H Bl A2 (5.3671 &)

oA B A A@A7E H7E3E PFSe| 23+ IRF7F B 71ek PESe] Aol AR

Table 10X @27 B71eE 318 A& thdk ARA7EA S AZE 8oF (A& )
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Arezolizumsh
(=241}

e
€4 (Z6.4%)
5.36
(2.30, B5.57)
2.69, 9.7&
0.03* To 22.97
<. 0001
0.59
(0.48, 0.72)
Stratifisd Analysis
p—value (log-rank) <.0001
rla"a“'L Ra:'_: .55
453 CI (0.45, 0.63}
Time Point Analysis
& ths o
tients remaining at risk 43 jic)
Fvent Free Rate (§) 46.21
55% CI 00y {35.60, 52.81)
rence in Event Free Rate 23.E5
5% CI {15.09, 3Z.20)
2 Months
“Patients 26
Event Fr ] 20.32
55% CI {8 {14.33, 2£.32)
7.53
{-0.11, 15.18)

@ &g AAH NkeE
FASel 4] RECIST v1.1e w2} RE7F H71eh, wlo]z~gkelo A 23 7h53 do] s F7aHold Zg
TR AT 1757 8 oElE T AM 182%)o A ElE AwA wS(CR == PR) Bl&
< oY FRT(10.4%) 2 obH ] F R+ R E E2(19.4%)91 4 T =3teH(Table 11). RECIST v1.1
of e 54 7hed AW EAVE 74 dARS FAuA FA ] A ZIEe] ofidth= Hell F
ofsfof 3t o= AR A IR AZe AT F=E ATk

Table 11 IRF7} 3718k &eld A2 vEgE2] 7ja (o=l 54 7k dWol e JAEH
&)
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1 Responss (PR}

5
g

able Dissass (SD)
30 “T

S

Progressive Dissase (PD)
85% CI

Mot Evaluable (NE)
Missing

Table 12 A A7} H 73k
A A )

_l -
r©
it
=
- g
B
iz
oo
i
fo
)
ko
=
o
N
k)
-0,
2
>
N
2
N
N,
off
o
iy
of,

e A

Besponders 271
Naon-respondsrs 178 {

5% CI for Response Rates (8.36, 13.58) (12.1%, 22.93)

wlysis
Overall Besponss 1 3.90 (-3.51,

3,90 (-3.51, 11.32)

Partial Responss (ER)
65% T

Stable Diseass (SD)

ressive Discase (PD)

FASol A gtQld Wk (zh2h 349 81 19%) Abololl A, RF7} 7k wbg A £7]ZHDOR) &G4k ofH|

e FHwG.6270 D) vl otH e T+ v EH T (9.0078 D)ol A o A AtHTable 13). DORS] 4]

ol #ld AWH g GAT wojzeloA 4 Jhed Aol e AFRIIAS 22 w-FzF
& F

A sFeTol A FHEHJL wekA o2 A AFEA s ojoF Atk Holl FoaloF Tt
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Table 13 IRF7} B7}&k ¥h3- A

A
N
N
lo
)
ko
N
é
M
1%
)
ox
M

Disease Progression g
Patisnts without svent (%) B (42.1%) 20 (58.3%)

FASOIA SHQl®l WhgAK(zi7h 359 2 279) Abolo| M, A@A7L H7Hek DOR FUghe obel o+
(119370l B8l ofel &2 Fah+el e 9 2G5 DN A © & kehTable 14).

Table 14 A@A7} HAG e A&712ke] /e (AABH D 42)

Arezolizumeb
=271
Patients with (%) (33.3%) 21 {g0.0%
Earliest contributing event
a3
Digease Progression T .
ts without event (%) 18 (&6.7%) 14 {43.0%)

Time to event (months)

@ 27 B 3] A
CCODSl FASOIA, obel e+ nl el e zol A ABA7ael 31.0% 9 ofel S ol APF
7b#k€] 19.5% = EORTC QLQ-C309] 9l AlAl 71%5¢] 19 kol & wedsts 7lol Ang APk
WA el F TICD FUghe obulEe e+l m e oA 1594 8ol AT obel Ze 3T o

< TTCD+= Z+7 15971 € 2 132470 Eelit. =7 =89 2 A5 789 o] g A4 7]
5o TTCD S&ake] +4 &7isla whdo] OS Tdat2 10647142 < otHEgFHa o= RbY
=

FASell A, ote|E e Fe+2 e drol APdd7E4e] 38.0% 3 otblEdFHToAA AE7HA
29.5%% EORTC QLQ-C30 GHS/QoL H ol = &l st 7o ALdS A @

GHS/QoLell tidt TTCD T¢#2 otHlZeFrt+2Hlded 3l otel e FoTolA 42 10.871d 2
12.971 € o] I THHR=1.24, 95% CI: 0.90, 1.71)

H ¥R A

D ==4=

= FAAE NN SIS 58 F F 250 dis) 14950 L039: 0.2-26.10 €Y, A W
e s=dTdE #BEPoIeH, cotHSFH+HE UL 1478712 B ofE| S FH T ol A
15.187M¥2 5 & 7o A48T
=3

o E T AR 77 4@t B FoAAd2 S TSES oHHSHUFHTCINE B 4.03)EG o}



I
ol A B B AR @ Hd e otHEY TR A RE WA THEL.2% vs. 33.8%). otE|E Y FRe
£ AE TS 7T T ol FAR T S8 i+ v E " 99.4%:; obElE 2] 5 100.0%).
Huld e X TR F FARE 3¢ TS 44 40 653 A(T AFVEAY o
g60.4%)= H¥dEdS > /1Y FQF TRt &% Ar SIS 97.6%AT A5 ZF TG
# B Foire Slas AT otHESE R gudE el sl FAF T

Table 23 Exposure to Atezolizumab and Lurbinectedin (Safety Analysis Set)

Fu
N
)

o
=

Dose intensity (3
by &0 o el
Mz=an (5D)
Median
Min — Max

Nomber of doses received
e é:_'n
M=zn (SD) 6.1 [6.1) : ) A
Median i 102 ¢
Min - Max 1 = 35 1-32 1.— 32

Total cumulative dose (mg)
Mesn (SD)

Median

Min - Max

@ ol ALl
B olHEE T BEay A9 2 Y HuidHY g5y HAge slofs Aol sjat Table 3
2 Table 4o A A= o] Q).

Table 3 olElZ2] 5% GEay Jdo that 7 Ao AL

A2 Sl EAFEE Sqwe Hael 5
OAK 609

BIRCH 659

POPLAR 142

FIR 137

PCD4989q 640

IMvigor210 429

IMvigor211 459

IMmotion150 103

| 3178

Table 4 #HIMEW ©H=ow ehd] e 3 Aol AL

Sk AU IS Edure s &
PM1183-B-005-14 335
PM1183-C-004-14 219
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Ad AU HE Foqure $xlo] 5
(CORAIL)
A 554

IMforteol| A ot 2] FH+H e D] HHAG ZE2ad e ol SeF
S el HridE e
ofHlEgFH T=ay gl HudH
ofRlEe T+ R EId TN FASAY B Wt 555 AR

FHe tAAd Z2ad 2 Huddd
23tk g AE HFo HYEL
IMforte2]

NEE olEEYFY

G5aRG7% R AW H Y G=528G.2% Ftel wls IMforte] ofElE 2] S+ HI Y BT (5.0%)l

A B EA BEE A HTable 10).

Table 10 ¢FHA Q<F HHAH H77bs A
IMFORTE % ¢
olHEEFT ol EEFTTE + olH &2 57 gudyd G589
(N = 240) SN @say (N = 554)
(N = 242) (N = 3178)

oz
S|
ARG shape] Ho

194 (80.8%)

235 (97.1%)

3051 (96.0%)

545 (98.4%)

RRDE

828

1912

33374

12686

olo] X AE

Aol 1 A4S AYe Aol 24

A& #ed AE 96 (40.0%) 202 (83.5%) 2167 (68.2%) 494 (89.2%)
3-4 55 AE 53 (22.1%) 92 (38.0%) 1482 (46.6%) 336 (60.6%)
e 7 34 55 AE 14 (5.8%) 62 (25.6%) 496 (15.6%) 239 (43.1%)
555 AE 6 (2.5%) 12 (5.0%) 119 (3.7%) 18 (3.2%)**
g #d 555 AE 1 (0.4%) 2 (0.8%) 11 (0.3%) 6 (1.1%)
Zdl3 AE 41 (17.1%) 75 (31.0%) 1309 (41.2%) 225 (40.6%)
g #e Zue AE 9 (3.8%) 28 (11.6%) 353 (11.1%) 88 (15.9%)
Mg Zgog olojzl 8 (3.3%) 15 (6.2%) 226 (7.1%) 52 (9.4%)
AE

g 2AANEAZ 33 (13.8%) 92 (38.0%) 881 (27.7%) 219 (39.5%)*

AE =adverse event, ©]’A}#].

A AAFTAZAR AFEHAG. FH Fo] F717F fle S A9 H Y

“9 o] A /12 8 A 99lo] 19 WHela, 8yl BAE 1=d

NS Fo A 9910] e,

Q) EstA AT o)At

Holx 1719) AEE AT APIIA vge

97.19%)°01 4 1§ =3kt

=
T

& A A9le] olAtElien, 139 A=

o}B| 2] 2 T(80.8%) 5Tk ofB] F 2 F g+ n B T

SOCH 714 WMol 3 FolAE AP A7t =20%) AEE the3 2gtth

N
=

Mot for g & oo

. A4H Aol (57.9% 2L 25.0%)
%]—OH o

ol

*

*

ol Mk 12 mor o2 = mR > of\

N
o s S a

mN

2o e (46.7% 2 26.7%)
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IMforte®] otH|Ee]FRt+H YU T == F & otH S+ d=xay 2 HHldHd @508
o A BASE 7P ESH=10%) EE 558 AE+= Table 119 A Ao At} IMforteg] ol &34+
HuAH A olH S FH 458 v HudEHd 9589 I ol =5% LAE Aol7t AE
ol AteEl = Table 120 AA =] Utk + @=aX FE} Mforted] ofel|Ee]FH+2 v B d 7ol A
O &2 H&(=5% zto)S HQl AEw Wd, 4% ¢ T4, a3 4T, AT & T4, 9EgT

4 74 9 COVID-19% th.

Table 11 oj# X EFoAE LA EC] 2o]=10%Q thik & oAt A H77ks A

IMFORTE =3 Ao
MedDRA % £9] olHIE T olHEIFE + oleIEE T HuYHd G599
4= Q9
(N =240) HujdEd (N =554)
(N = 242) (N=3178)

b= 19 (7.9%) 49 (20.2%) 1142 (35.9%) 350 (63.2%)*
T4 10 (4.2%) 88 (36.4%) 747 (23.5%) 317 (57.2%)
] 16 (6.7%) 77 (31.8%) 505 (15.9%) 119 (21.5%)
28 A 16 (6.7%) 41 (16.9%) 810 (25.5%) 139 (25.1%)
Hdad &+ A 7 (2.9%) 37 (15.3%) 37 (1.2%) 11 (2.0%)
AL 18 (7.5%) 34 (14.0%) 624 (19.6%) 105 (19.0%)
TE 6 (2.5%) 33 (13.6%) 477 (15.0%) 168 (30.3%)
s 15 (6.3%) 31 (12.8%) 461 (14.5%) 0*
R A 4 (1.7%) 31 (12.8%) 82 (2.6%) 36 (6.5%)
FAT T A 3 (1.3%) 31 (12.8%) 5 (0.2%) 29 (5.2%)
HH 15 (6.3%) 29 (12.0%) 652 (20.5%) 179 (32.3%)
FAT AT 4 (1.7%) 26 (10.7%) 36 (1.1%) 160 (28.9%)
g e 18 (7.5%) 24 (9.9%) 651 (20.5%) 87 (15.7%)
713 16 (6.7%) 23 (9.5%) 660 (20.8%) 57 (10.3%)
Ad=E 12 (5.0%) 20 (8.3%) 580 (18.3%) 37 (6.7%)
Ao%= 17 (7.1%) 18 (7.4%) 406 (12.8%) 11 (2.0%)
o 6 (2.5%) 15 (6.2%) 352 (11.1%) 50 (9.0%)
o1g>] 2 (0.8%) 13 (5.4%) 639 (20.1%) 74 (13.4%)
53d 55 9 (3.8%) 13 (5.4%) 481 (15.1%) 55 (9.9%)
82 744 4 (1.7%) 12 (5.0%) 338 (10.6%) 26 (4.7%)
ox BE 4 (1.7%) 12 (5.0%) 332 (10.4%) 52 (9.4%)
2= 4 (1.7%) 12 (5.0%) 268 (8.4%) 104 (18.8%)
1] 6 (2.5%) 8 (3.3%) 358 (11.3%) 15 (2.7%)
*yzel FEIe ujdeE e s 1SSl g BaE T

Table 12 IMforte otHIZEe|FH + HrldEIdTa T3 otHEC T @589 E= T uldeEd
gEaW e 3ol Holk 5% TAE o7t s tix o o dAtd (HAA H7hes )
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IMFORTE =3 Ao
MedDRA T £ olHIEFTH ol & T + olH|EEF Hujded G5
(N =240) CREEE! G5 e (N =554)
(N = 242) (N=3178)
v 2 19 (7.9%) 49 (20.2%) 1142 (35.9%) 350 (63.2%)
A8 A 16 (6.7%) 41 (16.9%) 810 (25.5%) 139 (25.1%)
T4 10 (4.2%) 88 (36.4%) 747 (23.5%) 317 (57.2%)
713 16 (6.7%) 23 (9.5%) 660 (20.8%) 57 (10.3%)
H H] 15 (6.3%) 29 (12.0%) 652 (20.5%) 179 (32.3%)
35 2 18 (7.5%) 24 (9.9%) 651 (20.5%) 87 (15.7%)
AL 18 (7.5%) 34 (14.0%) 624 (19.6%) 105 (19.0%)
g 2 (0.8%) 13 (5.4%) 639 (20.1%) 74 (13.4%)
A4 12 (5.0%) 20 (8.3%) 580 (18.3%) 37 (6.7%)
I 16 (6.7%) 77 (31.8%) 505 (15.9%) 119 (21.5%)
38 5 9 (3.8%) 13 (5.4%) 481 (15.1%) 55 (9.9%)
B 17 (7.1%) 18 (7.4%) 406 (12.8%) 11 (2.0%)
gl 6 (2.5%) 8 (3.3%) 358 (11.3%) 15 (2.7%)
82 79 4 (1.7%) 12 (5.0%) 338 (10.6%) 26 (4.7%)
Tx 1% 4 (1.7%) 12 (5.0%) 332 (10.4%) 52 (9.4%)
akal 6 (2.5%) 9 (3.7%) 281 (8.8%) 48 (8.7%)
AZ A 2 (0.8%) 8 (3.3%) 277 (8.7%) 30 (5.4%)
AEFMA} A} 3 (1.3%) 2 (0.8%) 186 (5.9%) 8 (1.4%)
24
g4 s 4 (1.7%) 31 (12.8%) 82 (2.6%) 36 (6.5%)
da% F+ s 7 (2.9%) 37 (15.3%) 37 (1.2%) 11 (2.0%)
FAT AT 4 (1.7%) 26 (10.7%) 36 (1.1%) 160 (28.9%)
L e A 5 (2.1%) 19 (7.9%) 25 (0.8%) 11 (2.0%)
FAT T A 3 (1.3%) 31 (12.8%) 5 (0.2%) 29 (5.2%)
Ao 0 16 (6.6%) 7 (0.2%) 11 (2.0%)
COVID-19 4 (1.7%) 14 (5.8%) 0 0
TE 6 (2.5%) 33 (13.6%) 477 (15.0%) 168 (30.3%)
525 4 (1.7%) 12 (5.0%) 268 (8.4%) 104 (18.8%)
a4 0 4 (1.7%) 10 (0.3%) 37 (6.7%)
s
5 0 0 27 (0.8%) 30 (5.4%)

Azt ols) A Asst BE e ASE FH AES AJT AFFAE] vE2 olHEY T
T(40.0%) 2t otH E g F+2 v Bl D T(83.5%) 1 A T =34t

ot EgFHTETG otHE T+ HIgHd oA B w2 Hl&(=5% 2o A7 4t
AN A5k #dE PTE AEE the3 Zdth 79 (30.6% 2 2.1%), AAF (9.9% vs. 4.2%), TE (11.6%
2 0.4%), 918 (28.9% 2 2.1%), &3 AT (124% 2 0.8%), 8T Ha2F (9.9% % 0.8%), A=
(14.5% 3 3.3%), 8% (11.2% = 3.3%), d2% = gda (145% 3 21%), 4847 + 4 (124% 2
0.4%), W 4 74 (6.6% 2 04%) 2 A& 74 (12.0% L 3.8%)

A

@) TR o) dAtel

AAA o2, ANFZJ7IAY tih+065.2%+ AW T55 1-2 559 AEE 4AsAth 3459 AEE 4
A3 AFHTIAY] v S-S olHEYFUT221%EY otH S8 T+ HI B PDT(38.0%)1 4 B =Skt
PTH 7} RIAZH(AHE X BToNAE ADH7HA =2%) 3-45F AE< Table 139 yeh
IMforte®] otH|Ee]F+2HI BT IMforted] olelEeFHT £ otHEYFW @58Y Ex 2
HY e @5l o 3ol =22% TAE Aol2 BHud PTH 3-45+w AEE Table 140 veh STk
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Table 13 oW A5TAAE EHEC] Aok 2% 718A HEF

A3 Hrts D)

| IMforte®] otH|Ee]FR+e Rl dFolA =2% B £ HIERE

i
W 5 gas FAT & Aagoh

O3 803 - 4 S5 o] A

IMFORTE T A<
MedDRA 7] %4 oleEE F % olHEYFH + oleIEY F % Huded G=Q W
B = h=!]

e (N = 240) ERE e ] Kasstt (N =554)
MedDRA Tl £9] (N = 242) (N=3178)
ol 9 YA Fof
Hls 2 (0.8%) 20 (8.3%) 160 (5.0%) 94 (17.0%)
g4 s 1 (0.4%) 11 (4.5%) 21 (0.7%) 27 (4.9%)
FAT AT 1 (0.4%) 11 (4.5%) 11 (0.3%) 122 (22.0%)
g e e 0 3 (1.2%) 8 (0.3%) 37 (6.7%)
Ars
Wyt Aas 1 (0.4%) 2 (0.8%) 0 14 (2.5%)
4d 9 7aE T4
o = 4 (1.7%) 5 (2.1%) 95 (3.0%) 7 (1.3%)
82 744 1 (0.4%) 1 (0.4%) 72 (2.3%) 7 (1.3%)
AL 2 ek Zof
AYESE d= 5 (2.1%) 3 (1.2%) 98 (3.1%) 17 (3.1%)
AZE 5 3 (1.3%) 5 (2.1%) 32 (1.0%) 13 (2.3%)
57, ¥4 2 T4 Aol
55 oot | 4 (1.7%) 5 (2.1%) 117 (3.7%) | 13 (2.3%)
Al Aol 9 Fo] H9] uieg
2 | 3 (1.3%) 8 (3.3%) 109 (3.4%) | 56 (10.1%)
A AAL
i ofm - o] 1 (0.4%) 6 (2.5%) 46 (1.4%) 7 (1.3%)
asr =7}
das £ 4 0 17 (7.0%) 6 (0.2%) 8 (1.4%)
SAT F A 0 18 (7.4%) 2 (<0.1%) 23 (4.2%)
L e A 0 5 (2.1%) 5 (0.2%) 9 (1.6%)
7+ % A Aol
T4 2 (0.8%) 6 (2.5%) 35 (1.1%) 24 (4.3%)
TE 0 2 (0.8%) 26 (0.8%) 24 (4.3%)
525 0 1 (0.4%) 34 (1.1%) 18 (3.2%)
5 0 0 5 (0.2%) 15 (2.7%)
B 0 0 7 (0.2%) 21 (3.8%)

Table 14 IMforte olelEelF@ + e 923} e EL 79 G50y E= duIHd G50y 3
@ zhol o= 2% WAE Aol7h Y WA HEF P HE §o{¥3 - 4 5F oA (R H

7Phs A

IMFORTE =3 A
MedDRA 714 | ofdlZEals® | olHZAFE + | oHEAFR | Hviddd BEed
5 (N =240) CREEE @5 (N =554)
MedDRA U] % £0] (N = 242) (N=3178)
Fol 9 e Ao
I 2 (0.8%) 20 (8.3%) 160 (5.0%) 94 (17.0%)
4% 4z 1 (0.4%) 11 (4.5%) 21 (0.7%) 27 (4.9%)
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IMFORTE =3 Ao
MedDRA 7]3#4 olHIEFTH olHEIFE + oleIEE T HAudEd =9
B\ =
A (N =240) SR R (N =554)
TAT AT 1 (0.4%) 11 (4.5%) 11 (0.3%) 122 (22.0%)
A SAT 0 3 (1.2%) 8 (0.3%) 37 (6.7%)
hrs
A1 Aol W Fo] 9] Bl
Bl | 3 (1.3%) | 8 (3.3%) | 109 (34%) | 56 (10.1%)
At A
g4 F A 0 17 (7.0%) 6 (0.2%) 8 (1.4%)
AT T A 0 18 (7.4%) 2 (<0.1%) 23 (4.2%)
7+ AT Aol
TE 0 2 (0.8%) 26 (0.8%) 24 (4.3%)
2% 0 1 (0.4%) 34 (1.1%) 18 (3.2%)
5T 0 0 5 (0.2%) 15 (2.7%)
2 H4H 0 0 7 (0.2%) 21 (3.8%)
) A

SFEIE P ERT (56.3%) BT ofE|ZeE F R+ M A LUBTWAN A APEE ARATbARe] wgo] o W
Stk b B AW 99e W WolitkTable 15). Mfortesld 7B/} F8 g Ao BF
2 Aol EYFERTAA n = 12 2 ol SeFE + AR TA n = 1D AFADAL Aol
Hej® AE B 7|3t 9lo] waE Alolw, AW W mE AP Amst Bd it Ao AFHY
=

Table 15 =& A 79 A 99 (4 B7Es AW
IMFORTE =5 A9

FEIFE | olElEIFY + | orEUTS Rk
Za A gel
3txte] 135 (56.3%) 113 (46.7%) 1898 (59.7%) 431 (77.8%)
o] AL 6 (2.5%) 12 (5.0%) 120 (3.8%) 8 (1.4%)
Z1s) W 117 (48.8%) 90 (37.2%) 1476 (46.4%) 409 (73.8%)
7] e} 12 (5.0%) 11 (4.5%) 302 (9.5%) 14 (2.5%)

5% AEE otHEE]FH+elvldH Aol A 12H(5.0%)e] A @ 37tAtet otelEe =il Al 69(2.5%)°]
N7 A A BaEdn. SOCEE F & EFolA Riud bsw AES divss 449 2 78S &
dolAtnt.

otRl T+ nldEId oA euEd #d e AR FdE 539 55H AE (WES 3 2
4 AT FaI7E AT oHEHFHTAAME 119 555 AE HEFo] otHEYFHI Bd

()‘I

_61_



ot el el tha) 743 MAsACI= B FAME 5% RuE B Ay (I3 Aol e
e F2 9 AP oldd oa) i TARE B AL A
£ AR dusE F3E 12570191, 1% AAOE
o, durH o el ALK, A8 YAF
o1F AR UrtFE AUt
@ A 98
SFHE T B GAH AN ofH B F e H AT N B
HE 9REA G A 199 NWIE 15 A9 ST w93
UFH AR QAFA BT FROR oML YA F A mF U
o)

HZol=g da8 2 gtk CCOD %/\] o, ¥ AL EF sj&HA &g

N
e
rr

rl:l

Table 52 Summary of Adverse Events Leading to Death (Safety Analysis Set)

Events by System Organ Class and Preferred Term, Randomization Phase, Safety

L

T
Orverall total nmumber of events & 12 i3
Infecticns and infestations

number of patients with at least ons 4 (1.7%) B {2.5%) I (2.1%)

I3< SVENL

Total m.:rb«:r of ewvents £
I 2 1 (0.4%) 3
1 1 (0.4%) 2
1 i] 1,
a 1 {0.4%) 1
a 1 (0.4%) 3E
1] 1 {0.4%) 1
e infection a 1 {0.4%) 1
disarders
number of patients with at least on a 4 {1.7%) 4 {0.B%)
1 2 [0.B8%) 2 (0.4%)
2 {0.8%) 2 {0.4%)
} 1 (0.4%) 1 (0. 2%)
1 T
] 1 {0.4%) 1 (0.2%)
disorders and administration site
1 number of patients with at least one 1 [(0.4%) o 1 {0.2%)
rse event
Total number of events 1 0 35
Death 1 (0.4%) ] 1 (0:2%)

ous system disorders
of patients with at least one 1 (0.4

W
)
=
o
I:

t 0 T
1 (0.4%) 1] 1 {0.2%
] 1 (0.4%) 1 (0.2%)
ad r5=
Total mm events 1 1
_-'T'I’_I:tc\.; guicide a 1 (0.4%) 1 (0.2%)

6.5.3. HI3 A 4A E (Non-pivotal studies)

o AHTUE
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67. B8 tha AAAYA

o AAR FHA AR B2

7. =2 ALSE g0l 2ot A=
o TZH(FDA) : 2016.10.18. HZ37} / 2025. 10.02. &-&F F7}
o FH(EMA) : 2017.09.21. HZ3|7} / -

8. T FAM Z2te| HluAE ! ol o|tFES9

o AHTUE
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8 Y FARA
FAE 2 3F 1 vlo|¢(14 EElgHE) F otHlEE T 840 L 17

1 vio] (20 EElgH) = oS85 1200 €& 1

27] W7 vaAEAS

PD-L1 Zd Bl &o] FUHETC) 50% °] ¥7| 1A ¥

2AEZH S Sl dis Al B2 g 7k stska ] Fo £&

% B =% 9 (adjuvant)

Zolgd Hl A ZH Y

1. W5 7|9 S aA A F e X5 o|Fo] AWo]
P T4 AP == Hold RiiAZHYG S AR
?H EGFR Ew ALK Wo7b 8ld &A= o] of& F4317]
Ao olgg Wole g AR ABAE FAZ Follx= A
o] sgo] Fle Af-ofof gt

2. Aol wHH HALAEZHG Ao 13 N FEA wHbAIF

551 W, shEE e, vtREetE e B8 8. EGFR Ev ALK

T2 Hol7b e S o] oS Fodtr] Mol AR
AZ AFE 3loF gt

3. EGFR =+ ALK F2# WHol7l gle dolA nis® niA
ZH < FA] 12 A REA SRR A GFYEA, 7R E
el Fo] e

4. PD-L1 &&d Hl& = 50% THAE(TC) v =10% TFH
SAYAEZIC)SEA, EGFR T+ ALK #A #Hol7l &
Aol mlaAZHY &2 13 A&

s e iy

1. S8 71Y LAZHYS @A) 12 A52A MR EZHE, o
EXAEote HEaW
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