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OAQ07.02: MNSCLC LKB1
T Shire N, et al

A
I NSCLC STK11 KRAS/STK11

I 2013 1 2017 6 FoundationOne
NSCLC (n=2407)
Flatiron ClinicoGenomic Database
I Cox
STK11
STK11/KRAS oS PFS

Shire N, et al. J Thorac Oncol 2019;14(suppl):Abstr OA07.02



OAO07.02:

MNSCLC LKB1
T Shire N, et al
1L IO 2L 10
1.0 1.0
. STK1lm  STK1lwt ' STK1lm  STK1lwt
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OAQ07.02: MNSCLC LKB1
T Shire N, et al
A
STK11m STK11wt STK11m STK11wt
1L 10 (n=40) 1L 10 (n=230) 2L 10 (n=111) 2L 10 (n=559)
mPFS (IQR) 4.0((2.7 9.7) 4.8 (2.3 14.1) 22(1.5 3.9 3.0(1.8 7.5)
HR(95%CI);p 1.4(0.9,2.3); 0.1 1.6 (1.3, 2.0); 0.0002
1L CT (n=288) 1L CT (n=1849) 2L CT (n=83) 2L CT (n=780)
mPFS (IQR) 45(.1 7.5) 5.8(2.7 11.2) 4.0(2.3 6.7) 43(20 9.6)
HR(95%ClI);p 1.4 (1.2,1.6); 0.0001 1.1(0.8,1.4); 0.7
KRASM/STK11m KRASwWt/STK11wt KRASM/STK11m KRASwWt/STK11wt
1L 10 (n=17) 1L 10 (n=149) 2L 10 (n=56) 2L 10 (n=371)
mOS (IQR) 10.0 (7.3 ) 16.3 (6.0 29.7) 6.9 (2.4 21.9) 12.0 (4.3 26.9)
HR (95%Cl) 1.5 (0.7, 2.9) 1.6 (1.2, 2.3)
mPFS (IQR) 4125 9.6) 4.4 (2.1 11.7) 2.2(1.5 3.0 2.8(1.7 7.0
HR (95%Cl) 1.3(0.8, 2.2) 1.8 (1.4, 2.4)
1L CT (n=140) 1L CT (n=1353) 2L CT (n=42) 2L CT (n=608)
mOS (IQR) 11.7 (5.2 23.5) 18.2 (8.1 38.4) 11.3 (7.2 25.2) 13.2 (6.2 33.5)
HR (95%Cl) 1.6 (1.3, 1.9) 1.3 (0.9, 1.8)
mPFS (IQR) 45(2.1 7.5) 6.0 (2.8 11.3) 4.4 (28 6.7) 4322 9.7)
HR (95%Cl) 1.4(1.2,1.7) 1.1 (0.8, 1.5)
A
T NSCLC 1L STK11

KRAS/STK11

Shire N, et al. J Thorac Oncol 2019;14(suppl):Abstr OA07.02




MAQO3.05: BRAF PD1/PDL1
I Negrao MV, et al

A

I NSCLC
A

i 2 NSCLC

MD Anderson(MDACC; n=165) Flatiron Health-
Foundation Medicine - (FH-CGDB; n=829)
i PD-L1 Dako 22C3 TMB
ORR PFS

Negrao MV, et al. J Thorac Oncol 2019;14(suppl):Abstr MA03.05



MAQO3.05: BRAF PD1/PDL1

I Negrao MV, et al

A
I BRAF V600E PD-L1 p 0.05 BRAF VG600E KRAS
TMB p 0.01
EGFR EGFR 20
ORR % 24 62 4 10 8
MPFES
(95%CI)
MDACC 2.8 (2.2,3.3) 7.4 (NE) 1.8 (1.2, 2.4) 2.7 (1.7, 3.8) 1.9(1.6,2.1)
CGDB 3.7 (3.3,4.5) BRAF V600E 2.5(1.8,3.1) 3.7(2.3,7.3) 3.0 (1,8, NA)
9.8 (7.6, NA)
BRAF V600E
5.4 (3.0, 16.0)
A
I NSCLC BRAF

Negrao MV, et al. J Thorac Oncol 2019;14(suppl):Abstr MA03.05
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PL0O2.06: VIOLET

VATS RCT T Lim E, et al
A
T VATS
TcTl 3 cNO 1
\Y[0]
(n=503)
A5 A OS DFs
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PL0O2.06: VIOLET

VATS RCT1T Lim E, et al
T VATS 2
10+
] — VATS (95%CI);
8 — VATS (n=218) (n=221) D
)
< 67 0(0.0,2.0) 0(0.0,1.0)
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2" (-0.41, 0.51);
0.837
0+ . T
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212 215 206 0.044
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S X 0.043
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PL0O2.06: VIOLET
VATS

RCT 1T Lim E, et al

A

1.00 -
— VATS
0.75 -
0.50 -
o _|=|=—===
0_
o 2 4 6 8 10 12 14
255 251 188 111 71 45 32 26
VATS 247 240 148 85 53 38 22 17

(IQR)

VATS (n=247)

HR (95%Cl)

43 7) 5(3 8) 1.34 (1.09,1.65)  0.006

Lim E, et al. J Thorac Oncol 2019;14(suppl):Abstr PL02.06



PL0O2.06: VIOLET

VATS

RCT 1T Lim E, et al

A

(95%Cl)
(IQR) 5(4 6) 5(4 6)
(IQR) 3(3 4) 3(3 4)
cNO/1  pN2
AN (%) 15/244 (6.2) 12/252 (4.8) 1.31 (0.60, 2.86)  0.503
RO n/N (%) 218/223 (97.8) 228/234 (97.4) 1.00(0.98,1.02) 0.742

Lim E, et al. J Thorac Oncol 2019;14(suppl):Abstr PL02.06



PL0O2.06: VIOLET

VATS RCT T Lim E, et al
A
T AE VATS 32.8% 44.3%
p 0.001
] VATS
A VATS 6.2% 3.9%
A
T VATS

Lim E, et al. J Thorac Oncol 2019;14(suppl):Abstr PL02.06



OA12.01: PCI
T Witlox W, et al

A
i Il NSCLC PCI

A 11l NSCLC
A

A 4 SWOGS8300
RTOG0214 2005
NVALT-11

(n=924)

A os A PFS BMFS

Witlox W, et al. J Thorac Oncol 2019;14(suppl):Abstr OA12.01



OA12.01: PCI

T Witlox W, et al
1 PCI OS (p=0.228)
—=— PCI
PCI O E [95%] —&-
. 100
0S SWOG8300 i 50 - 5950/CI s 8:;8
SWOG8300  63/63 62/64 62 302 --l-'— 1.23[0.86, 1.75] (95%C1-5.2,8.8)
SWOG8300+CT 63/63  62/64 13.0 28.7 —a+ 1.57[1.09,2.26] o
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126/126 124/128 19.1  58.9 < 138[1.07,1.79
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NVALT11 55/86  63/88 132 295 = 0.90 [0.63, 1.29]
248/330 270/340 i13.7 128.9 0.90[0.76, 1.07] Y R — }1-? —
: p=0.9434 1°=0.00% 0 123456 7 8 91011 12
: p=0.0062 T TTITrIl 1
0.2 2.0
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SWOGS8300 12=53% p=0.07 Witlox W, et al. J Thorac Oncol 2019;14(suppl):Abstr OA12.01



OA12.01: PCI
T Witlox W, et al
—— —i—
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I 3 AE 5% PCI
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I NSCLC PCI PFS BMFS
Witlox W, et al. J Thorac Oncol 2019;14(suppl):Abstr OA12.01




OA12.06:
PORT

pIIA-N2 NSCLC

T Hui Z, et al

A

I pHIA-N2 NSCLC
PORT

A pllIA-N2 NSCLC
A

A (4
q3w)

(n=394)

A DFs

*3

25 50 Gy

A os
DMFS
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OA12.06: pPIIIA-N2 NSCLC
PORT I I Hui Z, et al

A
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PORT PORT
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OA12.06: pPIIIA-N2 NSCLC

PORT [l T Hui Z, et al
A
e " 09
110 (59.8) 116 (64.4) 0 95 (63.3)
1 41 (27.3)
47 (25.5) 55 (30.6) 5 14.(9.3)
100 (54.3) 101 (56.1)
0 129 (86.0)
1 12 (8.0)
2 8 (5.3)
3 1(0.7)
A
| PIIIA-N2 NSCLC PORT DFS OS
5 LRFS
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OA13.05: NADIM : I Provencio M, et al

A
i NSCLC + +

A
NSCLC N2 360 mg 240 mg q2w
T4NO/N1

A EGFR ALK

200 mg/m? 480 mg gq4w
8

AUCG6 IV g3w (n=37)

APSO 1 3

(R =1))

A 24 PFS A ORR 0OS TTP

* 3 D21 3 4 ;
A 3%8 Provencio M, et al. J Thorac Oncol 2019;14(suppl):Abstr OA13.05



OA13.05: NADIM

I Provencio M, et al

A
PFS (ITT)
100._‘”_‘_‘_“.\-11_“‘_“

757

X
0 507

LL

(Al
251
0t

46 46 44 43 18 5

12 PFS :96% (95%CI 84, 99)
18 PFS :81% (95%CI 61, 91)

OS (ITT)

100- %
757

%

501

OS

257

46 46 46 44 20 5

12 PFS :98% (95%CI 85, 100)
18 PFS :91% (95%CI 73, 97)

Provencio M, et al. J Thorac Oncol 2019;14(suppl):Abstr OA13.05



OA13.05: NADIM : I Provencio M, et al
A

ORR n (%) 3 (6.6)
CR 2 (4.3) 2 (4.4)
PR 32 (69.6) 2 (4.4)
SD 12 (26.1) 1(2.2)
n (%) [95%CI] 1 (2.2)
MPR 34 (83) [68, 93] 1(2.2)
CR 24 (59) [42, 74] 1(2.2)
10% 7 (17)[7, 32]
A
i IIHA NSCLC +

* Provencio M, et al. J Thorac Oncol 2019;14(suppl):Abstr OA13.05



OA13.06:
-NEOSTAR I Sepesi B, et al

A
i I#IIIA NSCLC

3 mg/kg IV D1 15 29
(n=23)

3 mg/kg IV D1l 15 29

1 mg/kg IV D1
(n=21)
A + A ORR RFS
OS RO pCR CDS8 +
MPR * TIL
* 10%
A 3 6 ¥39 Sepesi B, et al. J Thorac Oncol 2019;14(suppl):Abstr OA13.06

( 37 2 ) From Cascone T, et al. J Clin Oncol 2019;37(suppl):Abstr 8504



OA13.06:

-NEOSTAR I Sepesi B, et al
A
I 31 21W87 8 22% 42
3 + 5
I 40% (p=0.009)
(p=0.732)
4 - ses H=0.065 360+ p=0.251
* 3004 .
; 3 eooc0000 oooe 240"""'1_' """" e
3. 180 - T @
4. > 120 - :
1 T
1 - ° e 0-
3 2 158 141.5
N 21 16 N 21 16
N NI N NI
*5¥#E25 7
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OA13.06:

-NEOSTAR I Sepesi B, et al
=0.693 100 =0.257
110 - g b
_ 100 | I _ 997
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PL02.08: LIBRETTO-001 ' RET
LOXO-292 1/2 T Drilon A, et al

I RET selpercatinib(LOX0O-292)

(n=531)
NSCLC (n=253)
n=184

Selpercatinib Selpercatinib

20 mg QD 160 mg BID*
240 mg BID (n=105A)

A ORR RECIST v1.1 A DoR PFS

| RET
NSCLC Drilon A, et al. J Thorac Oncol 2019;14(suppl):Abstr PL02.08



PL02.08: LIBRETTO-001 : RET
LOX0O-292 1/2 T Drilon A, et al
A

CNS (n=11)
ORR % (95%CI) 68 (58, 76) 91 (59, 100) 85 (69, 95)
CR % 2 18 3
PR % 66 73 82
SD % 26 9 9
PD % 2 . 3
NE % 5 . 3

Drilon A, et al. J Thorac Oncol 2019;14(suppl):Abstr PL02.08



PL0O2.08: LIBRETTO-001

LOXO-292 1/2

' RET
T Drilon A, et al

A

DoR
100 -
80 -
S
60 -
40
20 -
DoR 20.3 95%CI 13.8, 24.0
: 16/69
0 8.0
0 5 10 15 20 25
69 67 51 34 20 15 11 3 0

T 28 23

PFS
100 -
2 80 -
60 -
40
20 -
PFS 18.4 95%CI 12.9, 24.9 \
: 33/105
04 9.6
0 5 10 15 25
105 95 87 54 38 24 14 11 1 O
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PL02.08: LIBRETTO-001 ' RET
LOXO-292 1/2 T Drilon A, et al

A

DoR PFES
100 100 -
; iﬁ
80 - ¥ 804
O\O F
60 - 60 -
40 - 40
20 - 20 -
DoR NR (95%ClI 8.3, NE) PFS NR (95%Cl 9.2, NE)
2 2/22 S 4/34
0 4.8 04 3.7
0 25 50 7.5 10.0 12.5 15.0 0 5 10 15
22 13 11 6 3 1 0 34 22 14 8 4 2 1 0
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PL0O2.08: LIBRETTO-001 : RET

LOXO0O-292 1/2 i Drilon A, et al
A
TRAE(n=531) 3 % 4 %
1
8 1
AST 4 1
ALT 6 1
1
1
1
1
A
I RET NSCLC selpercatinib

Drilon A, et al. J Thorac Oncol 2019;14(suppl):Abstr PL02.08



OA02.02: NSCLC
PK

1

KRASG12C AMG 510
I Govindan R, et al

A

I KRAS G12C
AMG 510

A
NSCLC

A KRAS G12C
A ECOG PS
(n=34)

NSCLC KRASG12C

1
AMG 510 180 mg/
(n=3)

L AMG 510 960 mg/
3 (n=34)
AMG 510 720 mg/

(n=6)
4

AMG 510 960 mg/
(n=8)

A ORR DoR DCR PFS PK

Govindan R, et al. J Thorac Oncol 2019;14(suppl):Abstr OA02.02



OA02.02: NSCLC KRASG12C AMG 510

PK 1 I Govindan R, et al
A
i AMG 510 960 mg / 5.5 RP2D
I TRAE 2 (5.9%) (2.9%) 3

AE n (%)
26 (76.5) 12 (35.3)
2 20 (58.8) 8 (23.5)
3 11 (32.4) 3 (8.8)
4 5 (14.7) 0 (0)
0 (0) 0 (0)
8 (23.5) 0 (0)
4 (11.8)2 0 (0)
0 (0) 0 (0)

a Govindan R, et al. J Thorac Oncol 2019;14(suppl):Abstr OA02.02



OA02.02: NSCLC

KRASG12C AMG 510

PK 1 I Govindan R, et al
100 (n=23)
80 PR n (%) 11 (48) 7 (54)
B 180mg 360 mg SD n (%) 11 (48) 6 (46)
60 PD n (%) 1 (4)2 0 (0)
40 . 720 mg . 960 mg ORR % 48 54
DCRP % 9% 100
< 20 SD sSD
S SDspr gpr
0 -
SD* gsp#* SD#
-20
-40 SD* PR PR* PR* pRi pri pRs PR*
-60 PR#* PR
-80
-100 NSCLC (n=22)2 PRitc
I NSCLC KRAS G12C AMG 510
a PD ;
b6 PR SD; °CR Govindan R, et al. J Thorac Oncol 2019;14(suppl):Abstr OA02.02



OA04.03:
3 1 Zhou C, et al

A

i NSCLC
PD-1 +

A
NSCLC

A EGFR ALK 9 4
A

A
A ECOG PS
(n=419)

PD/

PD

A PFS BICR RECISTv1.1 A ORR DCR DoR OS
* AUCS + 500 mg/m2 q3w (4 6 ) Zhou C, et al. J Thorac Oncol 2019;14(suppl):Abstr OA04.03



OA04.03:
3

T Zhou C, et al

A

n (%) 94 (45.9) 110 (53.1) n (%) 63 (30.7) 79 (38.2)
(95%Cl) 11.3(9.5,NR) 8.3(6.0,9.7) (95%CIl) NR (17.1,NR)  20.9 (14.2, NR)
HR (95%Cl) 0.61 (0.46, 0.80) HR (95%Cl) 0.72 (0.52, 1.01)
p 0.0002 p 0.0272
100 - 100 =
80 = 80
X
60 = X 60+
40 = 404
20 = 20
——6— + ——o— +
- ———
O-||||||||||||||||||||||0-|||||||||||||||||||||||
01 2 3 4 5 6 7 8 910 11 12 13 14 15 16 17 18 19 2021 01 2 3 4 5 6 7 8 910 11 12 13 14 15 16 17 18 19 2021 22

¥
205201180165163146131117106 91 76 68 50 32 29 27 1110 8
207198162136129108 87 76 67 50 40 38 22 14 1210 3 31

205204202201196192187182176168154131109 95 75 58 36 23 15
207206199194186178173166158148134119 94 71 57 45 32 16 12

9 5 0 O
9 6 2 O

Zhou C, et al. J Thorac Oncol 2019;14(suppl):Abstr OA04.03



OA04.03:

3 T Zhou C, et al
A
HR(95%ClI);
+ p
PD-L1 n 137 117
mPFS (95%Cl) 15.2 (10.1, NR) 9.9 (5.7, 12.6) 0.58 (0.40, 0.85);
0.0023
n 205 207
ORR n (%) [95%Cl] 123 (60.0) [53.0, 66.8] 81 (39.1) [32.4, 46.1] 0.0001
DCR n (%) [95%ClI] 179 (87.3) [82.0, 91.6)] 154 (74.4) [67.9, 80.2] 0.0005
mDoR (95%CI) 17.6 (11.6, NR) 9.9 (8.5, 13.8) 0.0356
T + 10% 3
TRAE 38.0% 30.4% 19.5% 14.5%
18.5% 10.6% 16.6% 11.%
A
T NSCLC

PFS

Zhou C, et al. J Thorac Oncol 2019;14(suppl):Abstr OA04.03



OA04.06: KEYNOTE-189 TMB NSCLC
+ + I Garassino MC, et al

A

I + NSCLC
TMB

200 mg +
500 mg/m? + 200 mg q3w +

AUC5 500 mg/m?
75 mg/m? 4 31
A \Y, n=410
NSCLC

A EGFR A PD-L1 TPS 1%vs.| 1%
ALK : A VS.
A

VS.

A

A ECOG PS +

(n=723 ITT- 500 mg/m? +
AUCS5 500 mg/m?
75 mg/m? 4 31
n=206
A T™MB 200 mg g3w
A TMB 175 mut/exome 150 59

mut/exome
Garassino MC, et al. J Thorac Oncol 2019;14(suppl):Abstr OA04.06



OA04.06: KEYNOTE-189 TMB NSCLC
+ + I Garassino MC, et al
tTMB | 175 mut/exome tTMB 175 mut/exome
100 - 100 -
g 80' , o\o 80'
60 - 60 -
8 40 A 8 40 A
28 THR 0.64 (95%C1 0.38, 1.07) 28 THR 0.64 (95%CI 0.42, 0.97)
0 4 8 12 16 20 24 28 32 0 4 8 12 16 20 24 28 32
100 83 78 74 67 44 19 4 O 107 96 86 68 61 45 16 2 O
34 30 21 18 13 9 5 0 O 52 43 29 24 21 15 7 3 O
tTMB | 150 mut/exome tTMB 150 mut/exome
100 - 100 -
g 80' g 80'
60 - . 60 -
3 40 - i 3 40 -
28 THR 0.68 (95%C1 0.43, 1.09) 28 THR 0.59 (95%CI 0.38, 0.93)
| | | |

0

4

4 8 12

1 36 25 21 15 11

111 93 84 /8 70 47 19 4
1

6

1 1 1 1 1
16 20 24 28 32

0
0

0O 4 8 12 16 20 24 28 32

9 86 80 64 58 42 16 2 O
45 37 25 21 19 13 6 2 O

+
+

Garassino MC, et al. J Thorac Oncol 2019;14(suppl):Abstr OA04.06



OA04.06: KEYNOTE-189 TMB NSCLC

+ + I Garassino MC, et al
A
TMB (n=293) (n=616)
+CT +CT +CT +CT
(n=207)) (n=86) (n=410) (n=206)
OS HR (95%CI) 0.64 (0.46, 0.88) 0.56 (0.45, 0.70)
PFS HR (95%CI) 0.43(0.33,0.57) 0.48 (0.40, 0.58)
ORR % 45 16 48 19
tTMB | 175 mut/exome tTMB 175 mut/exome
+CT +CT +CT +CT
(n=100) (n=34) (n=107) (n=52)
mPFS (95%CI) 9.2 (7.6, 14.0) 4.7 (4.0, 5.5) 9.0(6.7,11.1) 4.8 (4.5, 6.6)
HR (95%Cl) 0.32 (0.21, 0.51) 0.51 (0.35, 0.74)
ORR % (95%CI) 50.0 (39.8, 60.2) 11.8 (3.3, 27.5) 40.2 (30.8,50.1) 19.2 (9.6, 32.5)
A
I NSCLC TMB
I TMB TMB +

Garassino MC, et al. J Thorac Oncol 2019;14(suppl):Abstr OA04.06



OA04.07: mNSCLC MYSTIC
T Rizvi NA, et al

A
i MYSTIC NSCLC

20 mg/kg g4w

A NSCLC (n=374)
A PD-L1

20 mg/kg g4w +
1 mg/kg gq4w

A EGFR ALK :1: 4
A (n=372)

A ECOG PS
(n=1118)

A PD-L1TC( 25% vs.| 25%)
A

A STK11 KEAP1 ARID1A

* +
+
+ Rizvi NA, et al. J Thorac Oncol 2019;14(suppl):Abstr OA04.07



OA04.07: mNSCLC MYSTIC

T Rizvi NA, et al
KEAP1m KEAPl1wt STK11m STK1lwt ARID1IAmMm ARID1Awt
KEAP1m KEAPwt STK11m STK11wt ARID1IAm ARID1Awt
(n=170) (n=773) (n=147) (n=796) (n=114) (n=829)
mOS 7.4 12.9 mOoS 6.8 12.6 mOS 12.6 11.4
(95%CI) (5.7,9.4) (11.4,14.5) (95%CI) (4.9,10.0) (11.1,13.8) (95%CI) (8.8,16.4) (10.4,12.7)
HR (95%CI) 1.64 (1.37,1.97) HR (95%CI) 1.52 (1.25, 1.85) HR (95%CI) 0.94 (0.74, 1.17)
1.0 1.0 1.0
0.8- 0.8- 0.8-
0.6- 0.6- 0.6-
8 ) ")
0.4+ ©0.4- ©0.4-
0.29— keaPim 0.29— stk11m 0.29— AriD1AM
0 —————————————— 0 N 0 — —
0O 5 10 15 20 25 30 35 O 5 10 15 20 25 30 35 O 5 10 15 20 25 30 35
mut 170 104 70 44 30 24 13 O 147 81 61 42 25 22 13 O 114 83 64 49 38 32 17 O

Rizvi NA, et al. J Thorac Oncol 2019;14(suppl):Abstr OA04.07



OA04.07: mNSCLC

T Rizvi NA, et al

MYSTIC

A

mOS (95%Cl)
[HR (95%CI)]*

KEAP1m

7.6 (5.3, 11.1)
[0.97 (0.65, 1.46)]

+

9.2 (4.6, 11.2)
[0.79 (0.53, 1.17)]

6.3 (4.4, 9.5)

KEAP1wt

14.5 (10.6, 16.6)
[0.93 (0.76, 1.13)]

11.3 (9.3, 13.7)
[1.04 (0.85, 1.26)]

13.1 (11.6, 15.5)

STK11m

10.3 (6.1, 14.8)
[0.64 (0.41, 1.00)]

4.4 (3.3,9.2)
[0.76 (0.48, 1.21)]

6.7 (4.5, 10.1)

STK11wt

13.3 (10.0, 16.2)
[0.98 (0.80, 1.19)]

11.3 (9.7, 13.7)
[1.05 (0.86, 1.27)]

13.1 (11.6, 15.1)

ARID1AmM

8.6 (4.8, 13.3)
[1.01 (0.61, 1.69)]

23.2 (12.5, 32.7)
[0.42 (0.24, 0.76)

10.6 (5.1, 15.4)

ARID1Awt

13.6 (10.3, 15.8)
[0.92 (0.76, 1.12)]

9.8 (8.1, 11.4)
[1.12 (0.93, 1.35)]

12.4 (10.6, 13.8)

A
i NSCLC

, N
ARID1A

STK11

KEAP1

OS

Rizvi NA, et al. J Thorac Oncol 2019;14(suppl):Abstr OA04.07




OA14.01: KEYNOTE-024 3
I Reck M, et al

A
i NSCLC

200 mg D1 q3w

35
A IV NSCLC (n=154)

A EGFR ALK 9
A

A ECOG PS
n=305 +

: 4 6 St
(n=151) PD

200 mg D1 g3w

A PFs A 0S ORR 35

* 200 mg/m? 500 mg/m?
1250 mg/m? AUC5 6
75 mg/m? D1 3w Reck M, et al. J Thorac Oncol 2019;14(suppl):Abstr OA14.01



OA14.01: KEYNOTE-024

3
I Reck M, et al

A

OS
HR(95%CI);
p
154 97 (63) 0.65 (0.50, 0.86);
100 A 151 113 (75) 0.0001
_ 80- 151.7% | |
> 60 - j 34.2% E‘Z‘jgz’ | 41.0%
' § <7770 123.5%
] 1 ]
40 - i i (95%Cl)
| : 26.3 (18.3, 40.4)
20 - i : : 14.2 (9.8, 18.3)
i i i
] ] ]
O N I I I I I I I II I I I : I : I 1
0O 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48

154136 121 112 106 96 89 85 78 73 73 69 66 64 50 24 5
151124 108 88 80 69 61 56 48 46 44 37 35 33 24 14 6

Reck M, et al. J Thorac Oncol 2019;14(suppl):Abstr OA14.01



OA14.01: KEYNOTE-024 3
I Reck M, et al
A
ORR n (%) 31 (82)
CR 3(8)
PR 28 (74) -
PR SD - 7 (70)
( ) 2.1(1.4 14.6)
DoR ( ) NR (4.2 46.7+) -
n (%) 34 (89) 8 (80)
n (%) 22 (58) -
n (%) 5 (50)
I 35 3¥4 TRAE 5
13% ¥4 AE 10 36%
A
T NSCLC PD-L1 TPS 50% 1L

Reck M, et al. J Thorac Oncol 2019;14(suppl):Abstr OA14.01




OA14.02: IMpowerl131: NSCLC + nab-
OS I Cappuzzo F, et al

A

T 1V NSCLC + +
nab-

1200 mg D1 g3w +
AUC6 D1 + * 200 mg/m?
D1 g3w (4 ) )
(n=338)
A \Y

NSCLC B 1200 mg D1 q3w +
A AUCS6 D1 + nab- 100 mg/m?2
D1 8 1593w (4 6 )

A PD-L1IHC - (n=343)
A ECOG PS

_ C : AUCG6 D1 +

(n=1021) nab- 100 mg/m?

D1 8 15q3w (4 6 )
BSC (n=340)

A PFS (RECIST v1.1) OS A ORR DoR

* 175 mg/m? Cappuzzo F, et al. J Thorac Oncol 2019;14(suppl):Abstr OA14.02



OA14.02: IMpowerl131: NSCLC + nab-
OS I Cappuzzo F, et al

A

T mOS + + nab- + nab-
14.2 13.5 (HR 0.88 [95%CI 0.73, 1.05];
p=0.1581)
PD-L1- PD-L1- PD-L1-
TCO ICO TC1/2 IC1/2 TC3 IC3

B C B C B C
Atezo + CnP CnP Atezo + CnP CnP Atezo + CnP CnP
(n=160) (n=171) (n=136) (n=125) (n=47) (n=44)
(O 14.0 12.5 oS 12.8 15.5 oS 23.4 10.2
(95%Cl) (11.2,16.7) (10.6, 14.3) (95%Cl) (11.2, 16.7) (12.7, 18.1) (95%Cl) (17.8, NE) (7.1, 17.5)
HR (95%CI) 0.87 (0.67, 1.13) HR (95%Cl) 1.08 (0.81, 1.45) HR (95%Cl) 0.48 (0.29, 0.81)
— + + nab- (Atezo + CnP)
— + nab- (CnP)

Cappuzzo F, et al. J Thorac Oncol 2019;14(suppl):Abstr OA14.02



OA14.02: IMpowerl131: NSCLC + nab-

OS I Cappuzzo F, et al
A
40 (12.0) 8 (2.4)
6 (1.8) 1(0.3)
2 (0.6) 0
5 (1.5) 3(0.9)
1 (0.3) 0
4 (1.2) 0
3(0.9) 0
1 (0.3) 1(0.3)
A
I NSCLC + +
nab- + nab-
i OS PD-L1

Cappuzzo F, et al. J Thorac Oncol 2019;14(suppl):Abstr OA14.02



MAQ3.01: NSCLC
- A Cancerling Cohort 7 Pennell N, et al

A
i NSCLC

I 30
| 10 mg NSCLC
(n=1581) CancerLinqg Discovery Database (n=11,143)

Pennell N, et al. J Thorac Oncol 2019;14(suppl):Abstr MA03.01



MAO3.01: NSCLC
- A Cancerling Cohort 1 Pennell N, et al

ECOG PS
p p
3.80 0.023 3.50 0.481
3.36 ' 3.82 '
osS: osS: ECOG PS
1.00 - , , 1.00 -
0.75 - 0.75 -
e
0.50 A 0.50 - —
0.25 - 0.25 -
p 0.002 p=0.7
O L 1 1 1 1 1 0 L 1 1 1 1
0 24 48 72 96 0 24 48 72
T NSCLC

Pennell N, et al. J Thorac Oncol 2019;14(suppl):Abstr MA03.01




MAQ7.10:

T Tuminello S, et al

A
i NSCLC

A IV NSCLC

A 2013 2014
National Cancer Database
NCDB

(n=69,120)

(n=37,731)

(n=32,151)

Cox *

(n=26,348)

(n=6172 3086 )

(n=14,269)

Tuminello S, et al. J Thorac Oncol 2019;14(suppl):Abstr MA07.10



MAQO7.10: T Tuminello S, et al
A

" p=0.2452
(n=26,348) ——
*(n=6127; p=0.8814
3086 ) ——
p=0.3735
(n=14,269) 4

0 0.2 0.4 0.6 0.8 1.0

* + Tuminello S, et al. J Thorac Oncol 2019;14(suppl):Abstr MA07.10



MAQO7.10: T Tuminello S, et al

A
i NSCLC

Tuminello S, et al. J Thorac Oncol 2019;14(suppl):Abstr MA07.10



NSCLC

IV




OA02.03: EGFR-TKI NSCLC EGFR
EGFR-TKI HS-10296171 Lu S, et al

A
T NSCLC EGFR TKI almonertinib HS-10296

A

A EGFR TKI
A EGFR T790

A CNS
(n=244)

Almonertinib 110 mg/

A ORR RECIST V1.1 A DCR PFS DoR OS

Lu S, et al. J Thorac Oncol 2019;14(suppl):Abstr OA02.03



OA02.03: EGFR-TKI NSCLC EGFR
EGFR-TKI HS-10296 71 Lu S, et al

Almonertinib (n=244)

S ORR % (95%Cl) 68.4 (62.2, 74.2)
7T DCR % (95%Cl) 93.4 (89.6, 96.2)
401
0 e il
0_
'Ilzw ‘ ‘ ‘
________ ke = _* -
i 40 5
| 60_ .CR *k % * % ******* %
W PR R KR kst ko
igoq{ WSD Kk kkkx
W PD i
100 WNE
* CNS

9.5 95%CI 8.3, 9.6 Lu S, et al. J Thorac Oncol 2019;14(suppl):Abstr OA02.03



OA02.03: EGFR-TKI NSCLC EGFR
EGFR-TKI HS-10296171 Lu S, et al
A
PFS DoR
100 — 12 PFS 53.0% 100 — 12 DoR 69.0%
(95%Cl 44.9, 60.4) (95%CI 58.6, 77.3)
< 80 o 80 —AK\_M\xl-
60 — 60 —
40 40 -
20 20 -
0 - ' ' ' ' ' 0= ' ' ' ' '
0 3 6 9 12 15 0 3 6 9 12 15
Almonertinib 244 209 157 69 6 0 Almonertinib 167 151 105 22 0 0
T 3 TRAE 20.9% CPK
6.1% 2.0% 2.0%
A
T EGFR T790M NSCLC almonertinib

Lu S, et al. J Thorac Oncol 2019;14(suppl):Abstr OA02.03



OA14.04: 3 CheckMate 017/057 5
NSCLC I Gettinger S, et al

A
I CheckMate 017 057 NSCLC

A IB/IV NSCLC 3 mg/kg q2w
A1 (n=427)

A ECOG PS
CheckMate 017
NSCLC (n=272) 75 mg/m? IV q3w
CheckMate 057 (n=427)
NSCLC (n=582)

A (CheckMate 017)
A 2L 3L (CheckMate 057)

A os A PFS ORR PRO

Gettinger S, et al. J Thorac Oncol 2019;14(suppl):Abstr OA14.04



OA14.04: 3 CheckMate 017/057 5
NSCLC I Gettinger S, et al
5 0S PD-L1 OS 1%
(n=427) (n=427) (n=163) (n=153)
os 11.1 8.1 oS 9.7 7.8
100 - (95%Cl) (9.2, 13.1) (7.2,9.2) 100 (95%Cl) (7.6,13.3) (6.7, 10.5)
HR (95%Cl) 0.68 (0.59, 0.78) HR (95%Cl) 0.76 (0.61, 0.96)
80 - 80 -
X N 1
60 - 60 -
2 2
40 - 26.9% 3 40 1 0
170 4 5 23.7% 3 . .
00 - ! ; 14.2%  13.4% 00 ! 13:4%  116% oo ol
i : 4'6% : 2' ______________________________ i H 6,7 4.0% 220%
0 L] ! L] Il L] L] L} 0 h L] ! L] =I L] : L] L] L] L] L] 1

0O 6 12 18 24 30 36 42 48 54 60 66 72 78 0 6 12
427 280 205 150 113 84 70 64 55 54 50 30 6 O 163 105 73
427 264 145 84 57 45 34 26 19 12 9 4 0 O 153 95 50

18 24 30 36 42 48 54 60 66 72 78
52 38 27 18 15 12 11 10 8 3 O
31 20 13 10 9 6 3 3 0 0 O

Gettinger S, et al. J Thorac Oncol 2019;14(suppl):Abstr OA14.04



OA14.04; 3 CheckMate 017/057 5

NSCLC I Gettinger S, et al
A
(n=427)
(95%ClI) 2.5 (2.2, 3.5) 3.5(3.1,4.3) 19.9 (11.4,30.8) 5.6 (4.4, 7.0)

HR (95%ClI) 0.79 (0.68, 0.92)
1 % 19.7 8.9 60.3 15.2
2 % 13.4 2.1 48.6 5.1
3 % 10.2 0.5 38.6 0
4 % 9.1 0 35.5 0
5 % 8.0 0 32.2 0
I 3¥W4 TRAE 45 11%

A
I NSCLC

Gettinger S, et al. J Thorac Oncol 2019;14(suppl):Abstr OA14.04



OA14.06:
T Lo Russo G, et al

A
I NSCLC
HPD
A
T 1 NSCLC
305 2013 4 2019 4
T 2
A INT RECIST P R SD
2 10 5 3 HPD
T 2 50% *
2 * * 2 ECOG
PS| 2
A OAK FP 6
SLD 50% ED
12

* Lo Russo G, et al. J Thorac Oncol 2019;14(suppl):Abstr OA14.06



OA14.06:;
T Lo Russo G, et al

A

P SD R
(n=80) (n=75) (n=61) (n=305)
75 52(92.9) 27(90.0) 49(86.0) 68(85.0) 55(73.3) 50(82.0) 252 (82.6)
ECOG PS
0 1 36 (64.3) 26(86.7) 49(86.0) 69(86.3) 71(94.7) 58(95.1) 268 (87.9)
| 2 20 (35.7)* 4(13.3) 8(14.0) 11(137)  4(5.3) 3(4.9  37(12.1)
L2 18 (32.1)  13(43.3) 25(43.9) 49(61.2) 54(72.0) 36(59.0) 174 (57.0)
2 38 (67.9)* 17 (56.7) 32(56.1)* 31(38.8) 21(28.0) 25(41.0) 131 (43.0)
ICI
PD-1 42 (75.0) 18(60.0) 36(63.2) 61(76.2) 50(66.7) 45(73.8) 219 (71.8)
PD-L1 14 (25.0) 9(30.0) 15(26.3) 18(22.5) 24(32.0) 15(24.6) 77 (25.2)
0 3(10.0)  6(10.5) 1(1.3) 1(1.3) 1 (1.6) 9 (3.0)
ICl
1L 12 (21.4) 5(16.7) 15(26.3) 14 (17.5) 36(48.0) 23(37.7) 99 (32.4)
2L 26 (46.4)  9(30.0) 22(38.6) 48(60.0) 24(32.0) 21(34.4) 124(40.7)
2L 18 (29.2) 16 (53.3)* 20(35.1)* 18(22.5) 15(20.0) 17(27.9) 82 (26.9)

Lo Russo G, et al. J Thorac Oncol 2019;14(suppl):Abstr OA14.06




OA14.06:;
T Lo Russo G, et al

A
mOS mPFS mOS MmPES

INT (95%Cl) (95%Cl) OAK (95%Cl) CLZe)
HPD 4.1 (3.4, 5) 15(1.3,1.6) HPD 4.1 (3.4, 5.0) 1.5 (1.3, 1.6)
P 7.8 (5.3, 9.3) 1.9 (1.8,2.2) EF 1.6 (1.4, 1.9) 1.3 (0.9, 1.5)
SD  21.9(14.5, 25.6) 7.4 (5.6, 10.1) FP 5.2 (4.3, 5.7) 1.5 (1.3, 1.9)
R 38.8 (26.2,52.2) 15.7 (10.8, 25.1)

A

NSCLC INT OAK HPD
18.6%

OS HPD

Lo Russo G, et al. J Thorac Oncol 2019;14(suppl):Abstr OA14.06



MAOQO7.06:
T Levra MG, et al

A
T NSCLC
A
T 2015 2016 2017 12
NSCLC (n=10,452) PMSI
| 3
| 3
3% 6 6
T [@) 2
[@) [@)]

i (TTD) 0S

Levra MG, et al. J Thorac Oncol 2019;14(suppl):Abstr MA0O7.06



MAOQ7.06:
I Levra MG, et al

I 2 5118 1517 1O
I 45.8% [@)] 3.5
1O [@
0S (95%Cl) oS (95%Cl)
3 11.8 (10.2, 13.9) 3 13.1 (11.2, 18.4)
1007 3 6 15.6 (12.7, 20.0) 100 ] 3 6 NR (19.9, NA)
NR (16.2, NA) NR (NA, NA)
80 - 80 -
S S
60 - 60 =
40 - 40 -
20 - p 0.001 20 p 0.005
0. . . . ( . ) . 0. . . . ( . ) .
0 6 12 18 24 30 0 6 12 18 24 30
10 10
3 485 294 154 50 14 210 129 70 38 8
6 296 202 93 27 4 94 58 27 14 )
6 346 161 52 8 ] 86 38 2 ] )

Levra MG, et al. J Thorac Oncol 2019;14(suppl):Abstr MA0O7.06



MAOQO7.06:
T Levra MG, et al

A
i NSCLC 30%

Levra MG, et al. J Thorac Oncol 2019;14(suppl):Abstr MA0O7.06



MA11.03:
1 Arrieta OG, et al

A
i NSCLC +

200 mg D8 +
75 mg/m? D1
QRBw( 6 )
(a=210))

A PD-L1

75 mg/m? D1

3 6
(n=78) e (n=38)

A ECOG PS

A ORR A PFS 0s

Arrieta OG, et al. J Thorac Oncol 2019;14(suppl):Abstr MA11.03



MA11.03:
T Arrieta OG, et al

A

%

PFS

T ORR + 42.5% 15.8%
OR 3.9 95%CI 1.34, 11.15; p=0.01
I EGFR ORR +
58.3% 23.1%
PFS EGFR PFS
P+D 40 (20) 9.5 (4.2, NR) P+D 12 (4) 6.8 (6.2, NR)
1.0 - D 38 (10) 3.9(3.2,5.7) 1.0 - 13 (8) 3.5(2.3, 6.2)
054 HR 0.24 (95%CI 0.13, 0.46); p 0.001 054 HR 0.26 (95%CI 0.07, 92.6); p=0.037
0.6 - X 0.6
--------------------------------------- % R Rt e S e
0.4 o L 0.4-
0.2 4 0.2 -
0- 0 -
| | | | | | | | | | | | | | | | | | | | | |
0 3 6 9 12 15 18 21 24 27 30 0 3 6 9 12 15 18 21 24 27 30
P+D40 32 21 14 10 8 6 5 3 1 0 p+p12 8 6 3 1 1 1 1 1 0 0
D38 25 5 1 0 0 0O 0O O O O D13 5 2 0 0 0O 0 0 O 0 O

Arrieta OG, et al. J Thorac Oncol 2019;14(suppl):Abstr MA11.03



MA11.03:

T Arrieta OG, et al

A

26 (65.0) 24 (63.2)
26 (65.0) 19 (50.0)
21 (52.5) 18 (47.4)

0 (0) 7 (18.4) 0.004
8 (20.0) 0 (0) 0.004
9 (22.5) 2 (5.3) 0.029
11 (27.5) 1 (2.6) 0.002

NSCLC
ORR

PFS

Arrieta OG, et al. J Thorac Oncol 2019;14(suppl):Abstr MA11.03



MAZ21.10: EGFR TKI EGFR T790M NSCLC
160 mg 2 T Ahn M-J, et al

A
I BM LM EGFR T790M NSCLC

A NSCLC
A EGFR T790

A EGFR TKI
(g=te10)

A ORR (BM ) A PFsS

A os (Lm )
Ahn M-J et al. J Thorac Oncol 2019;14(suppl):Abstr MA21.10



MAZ21.10: EGFR TKI EGFR T790M NSCLC
160 mg 2 T Ahn M-J, et al
A BM
1.00 - PFS 1.00 - OS
mMPFS 7.3 (95%CI 5.7, NA) mOS NR (95%CI 7.9, NA)
0.75 - 0.75 -
0.50 - : 0.50 - "
0.251 i 0.25
O- 1 1 ; 1 1 1 0- 1 1 1 1 1
0 5 10 15 20 0 5 10 15 20
40 24 14 9 4 40 27 18 11 5
LM
PES OS
1.007 mMPFS 9.0  (95%CI 7.2, NA) 1.007 mOS 18.4  (95% Cl 9.4, NA)
0.75 4 0.75 -
0.50 - 0.50 4-======mm=mmmmmmmmmmmemeeeooSELED .
0.25 0.25 i
01 01 i

40

26

13 10

Ahn M-J et al. J Thorac Oncol 2019;14(suppl):Abstr MA21.10
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MA21.10: EGFR TKI EGFR T790M NSCLC

160 mg 2 T Ahn M-J, et al
A
(n=40) LM (n=40)
CR 3(7) 5 (13)
PR 18 (45)
SD 10 (25)
CR/ PD - 31 (77)
PD 4 (10) 1 (3)
NE 5 (13) 3(8)
I 30% AE BM 48%
38% LM 53% 50% 38%
30%
A
I EGFR TKI BM LM EGFR T790M NSCLC

Ahn M-J et al. J Thorac Oncol 2019;14(suppl):Abstr MA21.10



SCLC



PLO2.11:
SCLC

: CASPIAN I Paz-Ares L, et al

A
i SCLC

A WHO PS
(n=805)

A os

* 80 100 mg/m? +
75 80 mg/m?

1500 mg +
- * Q3w
4 1500 mg g3w
(n=268)

1500 mg +
tremelimumab 75 mg +

1500 mg g4w

A PFS ORR HRQoL

AUC5 6
Paz-Ares L, et al. J Thorac Oncol 2019;14(suppl):Abstr PL02.11



PL02.11; -
SCLC - CASPIAN I Paz-Ares L, et al

A

0OS
+EP EP
10 n/N (%) 155/268 (57.8) 181/269 (67.3)
mOS (95%ClI) 13.0 (11.5, 14.8) 10.3(9.3,11.2)
0.8 — HR (95%Cl) 0.73 (0.591, 0.909)
p 0.0047
0.6 ~53.7%
(D H
(@)
0.4 —
0.2 :
E— +EP :24.7%
— EP
O_ 1 1 1 1 1 1 1 1
0 3 6 9 12 15 18 21 24
+ EP 268 244 214 177 116 57 25 5 0
EP 269 242 209 153 82 44 17 1 0

Paz-Ares L, et al. J Thorac Oncol 2019;14(suppl):Abstr PL02.11



PL02.11; -
SCLC - CASPIAN I Paz-Ares L, et al

A

PFS
+ EP EP
1.0 n/N (%) 226/268 (84.3) 233/269 (86.6)
mPFS  (95%Cl) 5.1 (4.7, 6.2) 5.4 (4.8, 6.2)
0.8 HR (95%Cl) 0.78 (0.645, 0.936)
APFs
A 56.8% 6 EP
0.6—
n
L
o
0.4—
0.2 — 17.5%
— P F4.7% "y
0_ 1 1 1 1 1 — 1 1 1
0 3 6 9 12 15 18 21 24
+EP 268 220 119 54 34 22 10 0 0
EP 269 194 109 30 9 7 0 0 0

Paz-Ares L, et al. J Thorac Oncol 2019;14(suppl):Abstr PL02.11



PL02.11; -
SCLC - CASPIAN I Paz-Ares L, et al

A

ORR DoR

+ EP EP

156 n 182 155

100 - (95%CI 1.095, 2.218) 1.0- DoR 5.1 5.1

| | 95%Cl (4.9,5.3) (4.8,5.3)
807 0.8
S — + EP
60 - 0.6- — EP

40 - 0.4+
20 0.2 -

O n O- | | L] i L] -EI L}

Ep 0 3 6 9 12 15 18 21
+ EP (n=268) (n=269)

D+EP 182 170 70 38 28 16 4

EP 155 144 48 14 7 1 0
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A
AE n (%)
260 (98.1) 258 (97.0)
3/4 163 (61.5) 166 (62.4)
SAE) 82 (30.9) 96 (36.1)
25 (9.4) 25 (9.4)
52 (19.6) 7 (2.6)
13 (4.9) 15 (5.6)
TRAE 5 (1.9) 2 (0.8)
A
i NSCLC . 0S
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AUCS5 D1 +
100 mg/m? D1 3 q3w
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(n=82)

A SCLC*
A1

A ECOG PS
(n=164)

2.3 mg/m2D1 5q3w
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A PFs A OS ORR (RECIST v1.1) QoL
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PFS 0S
1.0 - 1.0 -
— + —_— +

0.8 - o 0.8 4 o
0.6 1 0.6 4
0.4 + 0.4 +
0.2 + 0.2 +

0 - 0 1

mPFS 4.7 2.7
(95%Cl) (3.9, 5.5) (2.3, 3.2)
p 0.001( )
HR (95%ClI) 0.6 (0.4, 0.8)
16

mOS 7.5 7.4
(95%Cl) (5.4, 9.5) (6.0, 8.7)
p 0.936( )

HR (95%ClI)

0.987 (0.7, 1.3)
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A
N
% (n=81) (n=81)
CR 14.0 1.2
PR 35.5 24.0
ORR 49 25+
SD 37.4 37.4
PD 21.5 37.4
I 3¥%t4 T
23% 36%(p=0.035) 2
A
I SCLC + PFS
ORR OS
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