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IMpower130: efficacy and safety from a

randomised phase 3 study of carboplatin and
nab-paclitaxel with or without atezolizumab in
1L advanced non-squamous NSCLC
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IMpower130 study design
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. Co-primary endpoints: investigator-assessed PFS
« ITT-WT population: randomised patients excluding thos 20% Pemetrexed switch maintenance

. Key secondary endpoints: OS and PFS (ITT population and by PD-L1 expression), ORR and safety
. ITT population could be formally tested for OS/PFS if ITT-WT OS was paositive
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PFS in key subgroups (ITT-WT) FPEIESMD 0S in key subgroups (ITT-WT) EESVD
Median PFS (mo) Median 0S (mo)

Population n(%) Atezo+CnP  CnP HR (95% CI) Population n(%) Atezo+CnP CnP HR (95% CI)
Female 279 (41.1) 7.4 48 —e— 0.5 (0.45, 0.78) Female 279 (41.1) 214 128 —— 0.66 (0.46, 0.93)
Male 400 (58.9) 64 56 —— 0.67 (0.54, 0.85) Male 400 (58.9) 16.0 14.2 - 0.87 (0.66, 1.15)
<65 years 341(50.2) 6.8 5.5 e 0.64 (0.5, 0.82) <65 years 341 (50.2) 19.2 16.6 —— 0.79 (0.58, 1.08)
265 years 338 (49.8) 7.2 5.3 —— 0.64 (0.5, 0.82) 265 years 338 (49.8) 16.1 126 —— 0.78 (0.58, 1.05)
ECOG PS2 ECOG PS2

0 280 (41.3) 78 56 —— 0.59 (0.44, 0.78) 0 280 (41.3) 20.8 19.7 —-— 0.85(0.59,1.22)

1 397 (58.6) 6.1 5.0 —— 0.68 (0.54, 0. 86) 1 397 (58.6) 15.2 1.9 —— 0.77 (0.58, 1.00)

2 1(0.1) NiA NIA N/AC(N/A, N/A; 2 1(0.1) NIA N/A N/A (N/A, N/A)
Never smoker 85 (9.6) 8.1 48 e 0.83 (0.35, 1.12) Never smoker 65 (9.6) 28.2 19.5 —_—— 0.55 (0.26, 1.19)
Current/previous smoker 614 (90.4) 6.9 55 —— 0.64 (0.53, 0.77) Current/previous smoker 614 (90.4) 18.1 13.9 [ 0.81 (0.65, 1.02)
No liver mets at enrolment 579 (85.3) 7.3 58 o 0.59 (0.49,0.71) No liver mets at enrolment 579 (85.3) 211 15.2 —— 0.73 (0.57,0.92)
Liver mets at enrciment 100 (14.7) 42 44 — 0.93 (0.59, 1.47) Liver mets at enrclment 100 (14.7) 10.0 8.8 —— 1.04 (083, 1.72)
PD-L1-high (TC3 or IC3) 130 (19.1) 64 46 —— 0.51(0.34,0.77} PD-L1-high (TC3 or IC3) 130 (19.1) 17.3 16.9 ——— 0.84 (0.51, 1.39)
PD-L1-ow (TC1/2 0r IC1/2) 193 (28.4) 8.3 6.0 —— 0.61 (0.43, 0.85) PD-L1-low (TC1/2 or IC1/2) 193 (28.4) 237 15.9 ——H 0.70 (0.45, 1.08)
PD-L1-negative (TCO and IC0) 356 (52.4) 6.2 47 —— 0.72 (0.56, 0.91} PD-L1-negative (TCO and IC0) 356 (52.4) 15.2 12.0 —— 0.81(0.61, 1.08)
ITT-WT 679 (100) 7.0 55 [ 0.64 (0.54,0.77) ITT-WT 679 (100) 18.6 138 [ 0.79 (0.64, 0.98)

o1 ) 25 o 1 10
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Confirmed ORR and DOR (ITT-WT)
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46,8

1,3
. ' 8
n=72 n=11 n=3 n=209 n=69 n=136 n=86 n=49 n=41
CR PR SD PD
Atezo+CnP. CnR.
(n=220) (n=T2)
Median DOR, mo (95% CI) 8.4 (6.9, 11.8) 6.1(5.5,7.9)
P value (stratified)® 0.0004
Ongoing response, n (%) 81 (36.8) 14 (19.4)
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Investigator-assessed PFS and OS in WEEMD
EGFR/ALK-positive subgroup
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(95% CI: 0.36, 1.54)

HR: 0.98
(95% CI: 0.41, 2.31)

I

|
edian: 7.0 mo o Median: 10.0 mo I Median: 14.4 mo
T T T T T T T T T T T T T T T T T T T T

T T T T T T
0 12 14 16 18 20 22 24 28 28 3D 0 2 4 [ 8 10 12 14 16 18 20 22 24 2% 28 30

Months after randomisation Maonths after randomisation
Humber at risk Humber ai risk
Awezo + CnP 32 | -] 19 13 10 B & T 4 2 2 2 1 Apern + CoP 32 3 3 28 22 0 18 T
CnP 12 1 1 [ 4 2 2 2 CaP 12 12 12 1 i 5

o=

0 2 4

Benefit in this subgroup not confirmed
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PFS by baseline PD-L1 status (ITT-WT)
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Atezo + CnP CnP
(n=88) (n=42)
Median PFS, 6.4 4.6

mo (95% CI)  (5.49, 9.76) (3.22,7)

HR (95% CI)

0.51 (0.34, 0.77)

PD-L1-low
TC1/20riC1/2
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Time (months)

Atezo + CnP CnP
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PD-L1-negative
TCO and ICO
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HR (95% Cl)

0.84 (0.51, 1.39)
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Atezo + CnP. CnP
(n=128) (n=65)
23.7 15.9
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Atezo + CnP CnP
(n=235) (n=121)

15.2 12.0
(12.88,19.15) | (8.97,17.71)
0.81 (0.64, 1.08)

OS and PFS benefits
were observed
across all PD-L1 subgroups
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Safety summary FEIESMD
Atezo + CnP CnP
(n=473) (n=232)
Treatment duration, median (range), mo
Nab-paclitaxel 2.8 (0-7) 2.7 (0-5)
Carboplatin 2.3 (0-6) 2.3 (0-5)
Atezolizumab 6.9 (0-32) -
Pemetrexed - 3.5 (0-16)
All-cause AE, n (%) 471 (99.6%) 230 (99.1%)
Grade 34 381 (80.5%) 164 (70.7%)
Grade 5 25 (5.3%) 13 (5.6%)
Treatment-related AE, n (%)a 455 (96.2%) 215 (92.7%)
Grade 34 346 (73.2%) 140 (60.3%)
Grade 5 8 (1.7%) 1 (0.4%)

Serious AE, n (%)
Treatment-related serious AE2

240 (50.7%)
112 (23.7%)

Treatment-related AEs of special interest, n (%) 168 (35.5%) 34 (14.7%)
Grade 34 24 (5.1%) 6 (2.6%)
Grade 5 3 (0.6%) 0

AE leading to any treatment withdrawal, n (%) 125 (26.4%) 51 (22.0%)

AE leading to any dose interruption or modification, n (%) 402 (85.0%) 186 (80.2%)

88 (37.9%)
30 (12.9%)

Atezo + CnP had a safety profile consistent with AEs associated with single-agent therapy
No new safety signals were identified
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CONCLUSIONS

= |[Mpower130 met its co-primary PFS and OS endpoints and demonstrated a statistically
significant and clinically meaningful benefit of 4.7 months’ OS (and 1.5 months’ PFS) for
atezo plus chemotherapy in the ITT-WT population, compared with chemotherapy alone

» OS and PFS benefits were observed across all PD-L1 subgroups

= Qutcomes in patients with EGFR or ALK genomic alterations suggest treatment benefit was
mostly driven by the ITT-WT population

single-agent therapy; no new safety signals were identified

= The IMpower130 results support atezo plus chemotherapy as a treatment option for
patients with advanced non-squamous NSCLC, regardless of PD-L1 status
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IMpower132: efficacy of atezolizumab +
carboplatin/cisplatin + pemetrexed

as 1L treatment in key subgroups

m with stage IV non-squamous NSCLC

Fabrice Barlesi,’ Makoto Nishio,2 Manuel Cobo,? Nicola Steele,? Victor Paramonov,’
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( Chemotherapy-naive\

patients with Stage IV

non-squamous NSCLC

without EGFR or ALK
genetic alteration

Stratification factors:
Sex

Smoking status

ECOG PS
Chemotherapy regimen

\ N = 578 /

IMpower132 study design

Induction therapy

Arm APP?
Atezolizumab
+ carboplatin or cisplatin
+ pemetrexed

4 or 6 cycles

Arm PP?
Carboplatin or cisplatin
+ pemetrexed
4 or 6 cycles

» Co-primary endpoints: INV-assessed PFS and OS
» Secondary endpoints: INV-assessed ORR and DOR, PRO and safety measures
* Exploratory analyses: clinical and biomarker? subgroup analyses

Maintenance therapy

ERIESVD ™
2018

-

\

N

Maintenance
Treatment
until PD by

RECIST v1.1
or loss of

clinical benefit
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PFS in the ITT population?

1004 HR, 0.60 (95% CI: 0.49, 0.72)

90 P < 0.0001
80 Minimum folfow-up: 11.7 mo,
Median follow-up: 14.8 mo

Progression-Free Survival (%)
o
o

MUNICH
2018

APP PP
6-mo PFS, % 59% 41%
12-moPFS, %  34%  17%
ORR, % 47%  32%

CR 2% 1%

PR 45%  32%
Median DOR, mo  10.1 7.2
Ongoing 42%  30%

response, %

30
204
104 5.2 mo. 7.6 mo,

o (95%Cl: 4.3, 5.6)
T T T T T

(95% CI: 6.6, 8.5)
T T T T T T

0
No. at Risk

1

T T T T T T T T T T T T T
2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 21 22 23
Time (months)

APP 202 280 260 231 224 191 169 149 140 120 110 109 88 74 48 43 31 26 11 10 2 2
PP 286 273 236 195 178 142 115 98 87 72 59 53 44 39 15 11 6 6 3 3

Clear improvement of PFS and OS adding Atezolizumab

MUNICGH
S

Interim OS analysis in the ITT population?

1004 HR, 0.81 (95% CI: 0.64, 1.03)
90 P =0.0797
80 Minimum follow-up: 11.7 mo

Overall Survival (%)
w
o

APP PP

12-mo OS, %

59.6% 55.4%

W_

40 —
30+ =
204
10 13.6 mo_ 18.1 mo.
(95% Cl: 11.4, 15.5) (95% Cl: 13.0, NE)
0= T T T T T T T T T T T T T T T T T T T T T T
0 1 4 5 6 7 8 9 10 1 12 13 14 15 16 17 18 19 20 21 22 23
No. at Risk Time (months)

APP 202 284 273 258 252 239 228 212 202 194 187 179 168 140 107 79 62 48 32 23 10 7 1
PP 286 278 265 246 233 219 210 193 179 166 163 151 147 126 92 58 43 30 22 15 8 4 2

1
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ERRESMD™™
. - 2013
PFS in key patient subgroups'
Subgroup n (%) HR (95% Cl)2 Median PFS, mo
APP PP
2 65 years 258 (45) ——— 0.55 (0.42, 0.73) 8.4 5.6
< 65 years 320 (55) % — 0.63 (0.49, 0.80) 6.9 4.4
Asian 136 (24) : * | 0.42 (0.28, 0.63) 10.2 5.3
Non-Asian 442 (76) —— 0.65 (0.53, 0.81) 6.9 5.0
Never smoker 67 (12) : * ! 0.49 (0.28, 0.87) 8.6 5.5
Current or former smoker 511 (88) —®— 0.61 (0.50, 0.74) 7.5 5.1
No liver metastases 505 (87) — & — 0.56 (0.46, 0.69) 8.4 5.5
Liver metastases 73(13) : * | 0.77 (0.47, 1.25) 4.4 4.0
ITT population 578 (100) — & — 0.60 (0.49, 0.72) 7.6 5.2
0.2 | ' Y RE:
APP, atezolizumab + carboplatin/cisplati trexed; PP, carboplatin/cisplati “ Hazard Rafio®
, atezolizumab + ca platin/cisplatin + pemetrexed; , Cal aun/cisplann = -
+ pemetrexed. @ Stratified HR for ITTF? unstratified for all other subgrgups. P Favours APP Favours PP
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LBA54. IMpower132. Efficacy of atezolizumab (atezo) + carboplatin (carbo)/cisplatin

(cis) + pemetrexed (pem) as 1L treatment in key subgroups with stage IV non- inNS%(%TE s
squamous non-small cell lung cancer (NSCLC)
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| ERESMD
PFS in former/current and never smokers
Formericurrent smokers Never smokers
APP PP APP PP
Median PFS (95% CI), mo  7.5(6.3,8.4) 5.1 (4.3,5.6) 8.6 (6.5, 15.4) 5.5 (4.0, 8.3)
HR (95% CI) 0.61 (0.50, 0.74) 0.49 (0.28, 0.87)
— 1004 == 100
L TReE S — s
2 907 Z 807
g 70 E 704
W s w0 B4
g ool ) e S
l: ] I: 40 :
.& .% 30 i
g 5 204 : [
3 2 o] P
o B T o H H
o 1 2 3 4 5 6 T g 9 10 11 12 13 14 15 16 17 18 189 20 21 22 El i é 5 ‘:I. 5‘: é ::’ EIS é ‘IID ‘II‘I ll2 1‘3 1‘4 lIS 1‘6 ‘II? IIB 1’9 2‘0 2‘1 2.2
Time {(months) Time (months)
MNo. at Risk Mo, at Risk
The percentage of Asian patients was 21% among smokers and 40% among non-smokers
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HR (95% Cl)

g

a0
80
T0
60

40+

20
104

Progression-Free Survival (%)

e ———

Patients without liver metastases
APP PP

5.5 (4.4, 5.9)
0.56 (0.46, 0.69)

—— APP (n = 255)
—— PP (n=250)

No. at Risk

PP 250 233 210 172 158 129 107 92

APP 255 245 229 206 188 176 156 140

o 1 2 3 4 5 & 7 8 9 10 1 12 13 14 15 16 17 18 18 20 29 22

Time (months)

132 114 104 103 B3 89 45 40 30 2% W 8 2 2
B2 67 55 40 41 36 13 9 4 4 2 2

PFS in patients without/with liver metastases

g8

g 8
1 'l

60

Progression-Free Survival (%)
2

BV
2018

Patients with liver metastases
APP PP
4.4 (4.2,6.0) 4.0 (2.8, 5.5)

0.77 (0.47, 1.25)

—— APP (n =37)
—— PP (n=35)

S —

T T T T T T T T T T T T T T T T T T
5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 21 22

Time (months)
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LBA54. IMpowerl132. Efficacy of atezolizumab (atezo) + carboplatin (carbo)/cisplatin -
(cis) + pemetrexed (pem) as 1L treatment in key subgroups with stage IV non- LU'P’DATES

squamous non-small cell lung cancer (NSCLC) T TR

19-23 DE OCTUBRE 2018, MUNICH

CONCLUSIONS

» The addition of atezolizumab to carboplatin/cisplatin and pemetrexed resulted in statistical
and clinically relevant improvement in PFS in the ITT population

= PFS improvements were observed in key clinical subgroups, including patients who were
from Asia, never smokers, older and without liver metastases at baseline

= Although the eﬁ' icacy boundary has not been crossed for OS, numerical improvements

and in key subgroups

= Further analyses may provide insights into the causes underlying these results
to improve knowledge and future treatment options for patients
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LBA55. Primary efficacy results from B-F1RST, a prospective phase Il trial evaluating

blood-based tumour mutational burden (bTMB) as a predictive biomarker for
atezolizumab (atezo) in 1L non-small cell lung cancer (NSCLC)
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B-F1RST: Study design

Patients with stage lllb-IVa? locally Atezolizumab

(any histology: N = 152°) LI

Aclusion Criteria \ . .
*  Measurable disease per Primary analysis

Exclusion Criteria

mutations or ALK

rearrangements Secondary Objectives
Active brain metastases

Until PD, unacceptable

advanced or metastatic NSCLC toxicity or loss of

clinical benefit

RECIST v1.1 . i ; .
ECOG PS 6f 0 or 1 All enrolled patients with at least 6 months of follow-up
*  Immunotherapy naive = Prespecified bTMB biomarker cutoff of 16
*  PD-L1 unselected . )
Provision of bloode Co-Primary Endpoints

= Efficacy endpoint: INV-assessed ORR per RECIST v1.1
Sensifizing EGFR » Biomarker endpoint: INV-assessed PFS per RECIST v1.1

\' requiring treatment / = Safety and assessment of efficacy by INV-assessed DOR, OS

E—
2018

_, = [TT analysis population enrolled from 20 US regional
(n=152) and community practice sites

= The biomarker-evaluable population (BEP) included patients

LI BEP o with a baseline evaluable blood sample with adequate tumour
. M;‘:F_ﬁ;)ﬁ content (i.e., maximum somatic allele frequency [MSAF] = 1%)
to test on the FMI bTMB assay
b“:ﬁ ";°“” bTM;gigh' = The bTMB cutoff score of 16 was prespecified to
n =91 n =28 evaluate efficacy (bTMB high, = 16; bTMB low, < 16)
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LBAS5. Primary efficacy results from B-F1RST, a prospective phase Il trial evaluating
blood-based tumour mutational burden (bTMB) as a predictive biomarker for LUNG CANCER
atezolizumab (atezo) in 1L non-small cell lung cancer (NSCLC)
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B-F1RST: Atezolizumab overall response

ERESVD
2018

Minimum follow-up: 6 months

rate? per RECIST v1.1
bTMB Subgroups
> 10 Cutoff ! >16 Cutoff | > 20 Cutoff
mPR ECR : : P <0.0001
;g" 40% - : P=0.0002 : 36.8%
2 I o
% | 28.6%
& 30% P=00595 | I
a 1 | |
8 20% - 5
g 14.5% 16.3% I 1
5 10.1% I 1
= 10% 1 1
g l s7% 4% 5.0%
>
ITT® BEP High Low High Low High Low
(N=152) (n=119) (n=49) (n=70) (n=28) (n=91) (n=19) (n=100)

120
100
80
60
40
20

B-FIRST: Maximum SLD reduction from
baseline in bTMB 2 16 and bTMB < 16 subgroups

Il High bTMB = 16 (n = 27)
M Low bTMB < 16 (n = 79)

MUNICH
2018

0
-20

-40
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-100
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Iniciativa cientifica de:

Grupo Espafiol de Céncer de Pulmén
Spanish Lung Cancer Group




LBAS5. Primary efficacy results from B-F1RST, a prospective phase Il trial evaluating
blood-based tumour mutational burden (bTMB) as a predictive biomarker for EJ’NS%(%TES
atezolizumab (atezo) in 1L non-small cell lung cancer (NSCLC)

ESMO HIGHLIGHTS

19-23 DE OCTUBRE 2018, MUNICH

. . . MUNICH . . . MUNICH MM
B-FIRST: PFS with atezolizumab in bTMB st B-FIRST: OS with atezolizumab in bTMB
high (2 16) vs low (< 16) subgroups high (2 16) vs low (< 16) subgroups
100 —— High, 216 (n = 28) bTMB bTMB 100 6-month 0S —— High, 216 (n = 28) bTMB bTMB
—— Low, <16 (n =91 g 0 — Low, <16 (n=91 High Lo
g o ow <16 (=90 . : - o 85%% v 723% ow, <16 (n = 91) Jan v
= Medi = Median
g 70 P:slﬂn 4.6 mo 3.7 mo % 70 i 0s NE 13.1 mo
é 60 6-month PFS 90% CI 16,11.0 26,43 E 60 i i r 90% Cl 88.NE 105 NE
. 41.6% vs 32.8% HR 0.66 @ 50 ! 1 1 HR 077
' . T 40 i ‘
% :2 ] : 90% CI 0.42, 1.02 | o i i gg,nzm 05% » 0% CI 041,143
1% vs 66. 4
E’ 20 Py 19-month PFS F value 0.12 0 i i o P value . 0.48
& 10 1 N 137.4% vs 9.7% = 70% of events for PFS 10 H f = 30% of events for OS
e R —
0 E : 0 ; i
0 1 2 3 4 5 6 7 8 9 10 1 12 13 14 012345678 91011121314 1516 17 18 19 20
No. at risk Time (months) No. at risk Time (months)

High () 28 27 17 14 14 13 1 8 8 8 5 4 3 2 1 High(z) 28 28 26 25 23 22 22 21 16 13 11 & 5 4 3
£ ) 31 1 € 3 3 17 ]

B-F1RST: PFS by various bTMB cutoffs eV | B-FiRsT: 0s by various bTMB cutoffs FAIESVD

PFS by bTMB Scores PFS Forest Plot by bTMB Scores OS by bTMB Scores OS Forest Plot by bTMB Scores
__100 ——bTMB, 220 (n = 19) Median PFS, mo 100 " ——bTMB, 220 (n = 19) Median OS, mo
= 90 —E‘Trmg.ig(n?g) Cutoff HR(90%CI) PFSHR P | High n | Low n %0 ——bTMB, 216 (N =28) Cutoff HR(90%CI) OSHR P | High n | Low n
= . 210 (n = R =
§ 80 ¢ ) a0 108 088( 27 49 41 7O = 80 BIMB, 210(N=49) oy —+— 112 071| NE 49| 131 70
®
@ ;g 212 —— 101 088 28 44| 41 75 5 0 212 —+— 105 087| NE 44| 131 75
® 2 60 ’ ’ ’
8 \
& jg =14 e b2 072) 28 35 41 B % 50 T = 214 —+— 108 082 NE 35| 131 84
c T
= 40

% 30 216 +——— 066 012| 46 28| 37 91 ‘I s =18 077 048] NE 28| 131 o1 |I
o
2 20 — 2
8 218 046 001 89 23| 32 8 S 2 218 —+— 055 018 NE 23| 127 %
a 220 ——+—i . X . X 10

T I it ss TR “ R e 320 e 041 D[ NE 9] 127 100

Time (months) o e s 0123456789101 121314 I R

No. at risk ) - -— Time (months) 041 10 25
STMBa20 19 18 1 12 12 @ s 432 Hazard Ratio No. atrisk - o o . «——
BTMEaE 26 27 1T % W 13 1 8 8 & & 4 3 2 1 High better Low better MB220 18 9 6: A8 . 4 0. * Hazard Ratio

bTMB216 28 28 26 25 23 22 22 21 16 13 11 8

High better Low better

PFS and OS improvement were seen with increasing bTMB cutoffs
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CONCLUSIONS

* B-F1RST is the first prospective evaluation of bTMB as a predictive biomarker for
patients with NSCLC receiving 1L atezolizumab monotherapy

* These primary data suggest that a bTMB cutoff score of > 16 showed a numerical
improvement in clinical outcomes in patients with NSCLC treated with atezolizumab
monotherapy:

- Median PFS in bTMB high vs low subgroups, 4.6 vs 3.7 months
(HR, 0.66 [90% CI: 0.42, 1.02]; P =0.12)

- Confirmed ORR of 28.6% and 4.4% (P = 0.0002) was observed in the bTMB high (>
16) and
low (< 16) subgroups, respectively

- Median OS in the bTMB high vs low subgroups was NE vs 13.1 months
(HR, 0.77 [90% Cl, 0.41-1.43]; P = 0.48) and will continue to be followed

* Atezolizumab was well tolerated, and no new safety signals were observed
 bTMB is being validated in a prospective, randomised Phase Il study S e
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13780. ARCTIC: Durvalumab + Tremelimumab and Durvalumab LUNG CANCER
monotherapy vs SoC in = 3L advanced NSCLC treatment UPDATES
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ARCTIC study design: a Phase 3, global, randomised,
open-label, multicentre study

Study A
PD-L1 TC 225%" Durvalumab

10 mpig Q2w orup 0 12 mo

» Stage BV
Primary endpoints

NSCLC ——Q—
. : A SoCt
3 :2 pﬂ'ﬁr s‘\Stt‘n\lC ‘\\ s : ‘ ) OS

treatments, ——— « PFS?
including Nrertning ;
platinum-doublet —  cenctanee Durvalumab + tremelimumab Key secondary
oT Vo ne) D 20 mgkg + T 1 mgikg qdw for 12 wks ollowed 9
- by D 10 mg'kg Q2w for 34 wks endpoints
NN \\:\

« Immunatherapy- (SQUTUS s R « 1-year OS and PFS!
naive NON-SQUAMOUS) SoC o rates

+ WHO PS Q1 * ORR?

oAl N $:2:2:1 Durvalumab "
- EGFRALK Study B B

wildtype PD-L1 TC <25%:"
Tremelimumab

10 Mok qéw for 24 wks followed by Q12w for 28 wks

1. Chamod Nutad, DOT Qals cut-off 1y adavenam 0, 1o
QRSSO Mo sV Crady QDA TN vy DA 12 meks, .
Congress N
| NUNIO e e Vet s wotana 0
£ Trand 10 mg Q0 PO pamotadee W0 vt
L fays & 1S and 22 0 a Maay ok w < -
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13780. ARCTIC: Durvalumab + Tremelimumab and Durvalumab LUNG CANCER
monotherapy vs SoC in 2 3L advanced NSCLC treatment UPDATES

ESMO HIGHLIGHTS

. - . . g >925% pri int)
Study A: OS (PD-L1 TC 225%; primary endpoint) Study A: PFS (PD-L1 TC 225%; primary endpoint
T Durvalumab (n=62) _ SoC (n=64) Durvalumab (n=62) _ SoC (n=64)
s Events, n (%) 48(774) 10 Events, n (%) 58 (93.5) 58 (90.6)
“"1\. mOS, months (95% CI) 1.7 (82.174) mPFS," months (25% CI) 3.8(1.9.56) 22(12.37)
= 08 : f‘—‘k HR (95% CI) 0.63 (042, 093) » 08 HR (95% CI) 0.71(0.49, 1.04) o
o s Wilices = e i — & ORR." % 355 125
S 06 E 086 OR (95% CI) 3.87 (161, 10.10)
: 04 3 04
o Durvalumab ]
o 02 & 02 Durvalumab
G [ | :
001 T = T T T T T T T T 1 00— T T T T T T T T T T 1
0 3 6 9 12 15 18 21 24 27 30 33 0 3 6 9 12 15 18 21 24 27 30 33
Time from randomisation (months) Time from randomisation (months)
No. at risk No. at risk
Durvalumab 62 53 45 37 30 2 2 18 bad Durvalumab 62 E7] 22 18 12 10 7 5 5 1 0
SoC 64 45 SoC 64 ok . o o 4 .
Congress R
M - MEUHEVESS JURT oS OB oo S———
——

PD-L1 TC 225%: Durvalumab monotherapy resulted in a clinically meaningful
improvement in OS vs SoC with 49.3% vs 31.3% of patients alive at 1 year

= : dpoint) Study B: PFS (PD-L1 TC <25%; primary endpoint)
Study B: OS (PD-L1 TC <25%; primary endpol
D+T(n=174)  SoC (n=118)
Do) aeclet ) Events, n (%) 146 (63.9) 92(78.0)
Baris; i (W) 19015 iy = mPFS,* months (95% CI) 35R.48) 35(19,39)
L mOS, months (95% CI) 1587,14.1)  B7(65 11.7) " - ki o W
08 HR (95% CI) 0.80 (0.61, 1.05) & P-value 0056
8 P-value 9109 5 06 ORR" % 149 68
?-‘ 8 40.9% Durvalumab + % 04 OR (95% C1) 243(1.10.594)
2 04 i tremelimumab .g Durvalumab +
8 & 02 tremelimumab
& 02
00 H SoC 0.0 T T T T T T T T T 1
1 T T T T T T T T T T 1 0 3 6 9 12 15 18 21 24 27 30
° ¢ ¢ ° 12 s 1 o 2 =5 oY % Time from randomisation (months)
No. at risk Time from randomisation (months) No. at risk
DT 174 187 m 9 82 o i % 5 ; 0 0 D+T |7-: % 4? 4 3 23 17 1 o 1 0
soC 118 o7 70 55 44 35 27 14 6 1 0 0 %G 118 " *® 9 6 3 : 1 0 0 0
mmungmss mmcongress
S

PD-L1 TC <25%: Durvalumab + Tremelimumab demonstrated a non-significant o
numerical improvement in OS vs SoC with 49.5% vs 38.8% of patients alive at 1 year
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13780. ARCTIC: Durvalumab + Tremelimumab and Durvalumab LUNG CANCER
monotherapy vs SoC in = 3L advanced NSCLC treatment UPDATES

ESMO HIGHLIGHTS

CONCLUSIONS

* ARCTIC demonstrated activity with both Durvalumab and Durvalumab +
Tremelimumab in a heavily pretreated patient population with
advanced/metastatic NSCLC

* Durvalumab and Tremelimumab had an acceptable toxicity profile

* Incorporation of TMB along with PD-L1 in the assessment of benefit may
be useful

e Await Phase 3 MYSTIC OS data
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