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OA04.03: 

ïHamby MK, et al

Å

ï

Å

ï 4

Å

Å / / FDA

Å

Å

Hamby et al. J Thorac Oncol 2016; 11(suppl): abstr OA04.03*



OA04.03: 

ïHamby MK, et al

Å

ï 20 14

ï

Å / / >99%

Å 40%

Å 30%
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Å

Å

Å 30 / 70 /

Å

Å

ï
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Hamby et al. J Thorac Oncol 2016; 11(suppl): abstr OA04.03



OA04.07: Genomics of 

Young Lung Cancer Study ïGitlitz BJ 

Å

ï
Genomics of Young Lung Cancer GYLC

Å

ï 2014 7 40 GYLC

ï

ï
:ALK EGFR

ï 500 2,000

Gitlitz et al. J Thorac Oncol 2016; 11(suppl): abstr OA04.07



OA04.07: : Genomics 

of Young Lung Cancer Study ïGitlitz BJ 

Å

ï 114 : 34 16-39

44% 4 80% 1-3 20% 85%

ï 4 77% ALK EGFR ROS1

16% HER2 RET ATM TP53 BRCA2 KRAS

Å

ï

ï

Gitlitz et al. J Thorac Oncol 2016; 11(suppl): abstr OA04.07



OA15.01: : CT : 105

ïYoshida J, et al

Å

ï CT HRCT

Å

ï 2 T1N0M0 101

ï HRCT tumour disappearance ratio 0.5

Å

ï 99 A 11 B 54

C 26 D 1 1 3

3 ≢№∫√⁹

ï 1 1

ï 2016 6 105 72-129

Å

ï HRCT

Yoshida et al. J Thorac Oncol 2016; 11(suppl): abstr OA15.01



OA20.01: NSCLS Tumor Mutation Burden 

(TMB) ïKowanetz M, et al

Å

ï tumour mutation burden (TMB)

Å

ï 315 FoundationOne

ï II 3 1 NSCLC

ÅPOPLAR: 

ÅBIRCH/FIR: PD-L1 /

ï TMB

ï TMB 75 3 50

Kowanetz et al. J Thorac Oncol 2016; 11(suppl): abstr OA20.01



OA20.01: NSCLS Tumor Mutation Burden 

(TMB) ïKowanetz M, et al

Å

ï PD-L1

TMB

Å

ï NSCLC TMB

ï TMB

Kowanetz et al. J Thorac Oncol 2016; 11(suppl): abstr OA20.01
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OA20.02: PD-1 NSCLC

ïSmith K, et al

Å

ï NSCLC PD-1

Å

ï 2 NSCLC

MANA

ï MANA PBMC

ï MANA

ï DNA TCR TCR

Smith et al. J Thorac Oncol 2016; 11(suppl): abstr OA20.02PBMC: peripheral blood mononuclear cell



OA20.02: PD-1 NSCLC

ïSmith K, et al

Å

ï 1 30 2 314

ï 1

MANA

ï MANA T TCR MANA T

ï MANA HLA

Å

ï

ï MANA PD-1 T

Smith et al. J Thorac Oncol 2016; 11(suppl): abstr OA20.02



MA15.02: 

ïMahadevan NR

Å

ï PD-L1

Å

ï 85

309

DCB 6 PFS

ï / 1% PD-L1

ï T

T PU.1 CD3 FOXP3 

Mahadevan et al. J Thorac Oncol 2016; 11(suppl): abstr MA15.02



MA15.02: 

ïMahadevan NR

Å

ï

Å
ï PD-L1

Mahadevan et al. J Thorac Oncol 2016; 11(suppl): abstr MA15.02
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OA03.02: PD-L1 NSCLC 1L

: BIRCH ORR PFS OS ïGarassino MC

Å

ï PD-L1 NSCLC

ï II BIRCH 1

Garassino J Thorac Oncol 2016; 11(suppl): abstr OA03.02

Å NSCLC

Å PD-L1

IHC

TC2/3 / IC2/3

Å

Å ECOG PS 0 1

(n=667)

Å ORR RECIST v1.1 Å PFS DOR OS

R

PD

3 3L+

2

1

1,200mg IV q3w

n=254

1 1L

1200mg 

IV q3w n=138)

2 21L

1

1200mg IV q3w

n=271



OA03.02: PD-L1 NSCLC 1L

: BIRCH ORR PFS OS ïGarassino MC

Å

Å
ï NSCLC

Garassino J Thorac Oncol 2016; 11(suppl): abstr OA03.02
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TC3 IC3 = TC Ó50% IC Ó10% PD-L1

TC2 IC2 = Ó5% IC <10% TC <50% PD-L1

TC2/3 IC2/3 = TC IC Ó5% PD-L1

n (%) n=138

җм !9 126 (91)

5 2 (1)

AE 39 (28)

TRAE 83 (60)

5 0

TRAE 5 (4)

SAE 45 (33)

TC3 IC3 

n = 65)
TC2/3 IC2/3 

n = 138)
TC2 IC2 

n = 73)

mOS 95% CI 26.9 (12.0 NE) 23.5 (18.1 NE) 23.5 (18.1 NE)

1 OS % 95%CI 61.5 (49.0, 74.0) 66.4 (58.1, 74.6) 70.7 (59.8, 81.6)



PL03.03: EGFR T790M NSCLC

III AURA3

ïPapadimitrakopoulou V, et al

Å

ï EGFR T790M NSCLC

2

Papadimitrakopoulou et al. J Thorac Oncol 2016; 11(suppl): abstr PL03.03

Å PFS ÅOS ORR DoR DCR BICR PFS

R

2:1

PD

PDÀ

Å

Å NSCLC

Å EGFR-TKI

Å EGFR T790

Å WHO PS 0 1

Å CNS

(n=419)

500 mg/m2 + 

AUC5 

75 mg/m2 q3w*

n=140

80 mg/

n=279

*
À PD



PL03.03: EGFR T790M NSCLC

III AURA3

ïPapadimitrakopoulou V, et al

Å

ÅBICR PFS : HR 0.28 (95%CI 

0.20 0.38) p<0.001

Å PFS

EGFR-TKI CNS

Papadimitrakopoulou et al. J Thorac Oncol 2016; 11(suppl): abstr PL03.03
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PL03.03: EGFR T790M NSCLC

III AURA3

ïPapadimitrakopoulou V, et al

Papadimitrakopoulou et al. J Thorac Oncol 2016; 11(suppl): abstr PL03.03

(n=279) n=140

ORR % (95%CI) 71 (65, 76) 31 (24, 40)

95%CI) P 5.39 (3.47, 8.48); <0.001

CR n (%) 4 (1) 2 (1)

PR n (%) 193 (69) 42 (30)

SD Ó6 n (%) 63 (23) 60 (43)

PD n (%) 18 (6) 26 (19)

NE n (%) 1 (<1) 10 (7)

DOR 95%CI 9.7 (8.3, 11.6) 4.1 (3.0, 5.6)

Å



PL03.03: EGFR T790M NSCLC

III AURA3

ïPapadimitrakopoulou V, et al

Å

Å

ï EGFR T790M NSCLC

3 AE

Papadimitrakopoulou et al. J Thorac Oncol 2016; 11(suppl): abstr PL03.03

AE n (%)
(n=279)

n=140

AE 273 (98) 135 (99)

3 AE 63 (23) 64 (47)

AE 4 (1) 1 (1)

AE 50 (18) 35 (26)

AE
19 (7) 14 (10)



OA12.02: 75 I

ïOnishi H, et al

Å

ï 75 I NSCLC SBRT

Å

ï 20 I NSCLC SBRT

75 252

Å

ï 2 OS 86.6% 5 OS 78.9%

ï 3 0.8%

ï OS

Å

ï 75 I

NSCLC SBRT

ï OS

Onishi et al. J Thorac Oncol 2016; 11(suppl): abstr OA12.02



OA15.02: T1N0M0 : 

ïKobayashi AK, et al

Å

ï 26 c-T1N0M0 NSCLC

Å

ï CT = < 2 cm

GGA = > 2 cm GGA < 2 cm

= > 2 cm 

ï 731 1:1

Å

ï OS 90.2% 94.7% p=0.0351

93.6% 80.4% p<0.001) 79.1% 69.2% p=0.109

ï DFS 90.2% 92.7% p=0.0645

94.1% 75.3% p<0.001 87.0% 58.1% p=0.581

Å

ï

ï

ï

Kobayashi et al. J Thorac Oncol 2016; 11(suppl): abstr OA15.02



OA15.03: I

ïTsutani Y, et al

Å

ï NSCLC

Å

ï CT I NSCLC 107

Å

ï 3 OS UIP possible UIP

inconsistent UIP 64.5% 82.1% p=0.031

ï 3 OS

67.1% 81.9% p=0.14

ï inconsistent UIP 3 OS

81.1% 83.6% p=0.87

ï UIP possible UIP 3 OS

81.0% 50.5% p=0.069

Å

ï I NSCLC HRCT possible UP

Tsutani et al. J Thorac Oncol 2016; 11(suppl): abstr OA15.03



PL04a.02: OAK NSCLC

III : ïGadgeel S, et al

Å

ï OAK NSCLC

Gadgeel et al. J Thorac Oncol 2016; 11(suppl): abstr PL04a.02

Å ITT OS

ÅPD-L1 Ó1% TC IC OS

ÅORR PFS DoR

R

1:1

PD

PD/

ÅPD-L1

Å

Å

Å NSCLC

Å

Å PD-L1

n=850 75 mg/m2 q3w

n=425

1,200 mg IV q3w

n=425



PL04a.02: OAK NSCLC

III : ïGadgeel S, et al

Å

Å

ï OAK PD-L1

EGR

Gadgeel et al. J Thorac Oncol 2016; 11(suppl): abstr PL04a.02
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OA03.01: NSCLC

CheckMate 012 ïGettinger S, et al

Å
ï NSCLC 1

Å
ï NSCLC n=52 3 mg/kg IV 

q2w 1 mg/kg q6/12w

Å
ï 3 4 TRAE 19%

1 mg/kg q12w 42% 1 mg/kg q6w 31%

ï 1 OS 69%

1 mg/kg q12w 91% 1 mg/kg q6w 83%

ï ORR 23% 43%

ï ORR PD-L1 50% 50%

92%

Å
ï NSCLC

NSCLC

Gettinger et al. J Thorac Oncol 2016; 11(suppl): abstr OA03.01



OA03.03: JAVELIN Solid Tumor: NSCLC

PD-L1 ïVerschraegen C, et al

Å

ï NSCLC

1b

Å

ï IV NSCLC 10 mg/kg IV 

(1 h) q2w

Å

ï 16 10.3% TRAE 3

1 0.6% 3 4 1 2

4 2.6% 11 7.1% TRAE

ï mPFS 17.6 95%CI 11.6 23.6 24 PFS 37.2%

ï ORR 22.4% 95%CI 16.2 29.8) DCR 65.4% ORR Ó65 ECOG 

PS 0

Å

ï

Verschraegen et al. J Thorac Oncol 2016; 11(suppl): abstr OA03.03



PL03.07: ALK ALK+ NSCLC

: III ASCEND-4 ïDe Castro G, et al

Å

ï ALK NSCLC

Castro et al. J Thorac Oncol 2016; 11(suppl): abstr PL03.07

* 500 mg/m2 + 75 mg/m2

500 mg/m2 + AUC 5ï6

ÅPFS ÅOS ORR DoR TTR

1:1

PD

PD

Å WHO PS

Å

Å /

Å IIIB/IV ALK NSCLC

Å

ÅWHO PS 0 2

Å

(n=376) *

(n=187)

750 mg/

(n=189)

750 mg/

500 mg/m2 q3w
CR

PR

SD



PL03.07: ALK ALK+ NSCLC

: III ASCEND-4 ïDe Castro G, et al

Å

ï PFS 2

16.6 8.1 p<0.001

Castro et al. J Thorac Oncol 2016; 11(suppl): abstr PL03.07
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p<0.001

0

20

40

60

0

P
F

S
%

100

80

102 4 6 8 12 14 16 18 20 22 24 26 28 30 32 34

155 139189 125 116 105 98 76 59 43 32 23 16 11 1 1 1 0
136 114187 82 71 60 53 35 24 16 11 5 3 1 1 0 0 0



PL03.07: ALK ALK+ NSCLC

: III ASCEND-4 ïDe Castro G, et al

Å

ï PFS

Castro et al. J Thorac Oncol 2016; 11(suppl): abstr PL03.07

<65

Ó65
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SOD < SOD

SOD >= SOD
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0.45 (0.24, 0.86)

0.41 (0.27, 0.63)

0.63 (0.43, 0.93)

0.44 (0.30, 0.66)

0.66 (0.41, 1.06)

0.48 (0.34, 0.69)

0.70 (0.44, 1.12)

0.59 (0.37, 0.96)

0.52 (0.37, 0.74)

1.41 (0.12, 15.84)

0.55 (0.41, 0.73)

0.51 (0.32, 0.80)

0.53 (0.36, 0.79) 

0.56 (0.38, 0.80)

0.48 (0.30, 0.77)

HR 95%CI



PL03.07: ALK ALK+ NSCLC

: III ASCEND-4 ïDe Castro G, et al

Å

ï AE 5.3%

11.4%

ï AE 50% AE 84.7% 68.8%

66.1% ALT 60.3% AST 52.9%

Castro et al. J Thorac Oncol 2016; 11(suppl): abstr PL03.07

n=189 n=175

* 66.4 26.9

AE n % 189 (100.0) 170 (97.1)

SAE n % 70 (37.0) 62 (35.4)

SAE n % 30 (15.9) 27 (15.4)

AE n % 21 (11.1) 29 (16.6)

AE n % 10 (5.3) 20 (11.4)

/ AE 
n %

131 (69.3) 69 (39.4)

n %
/ **

11 (5.8)
7 (3.7)/4 (2.1)

6 (3.4) 
5 (2.9)/1 (0.6)

* : 78.4% 30.4ҍ100.0) 95.8% 48.5ҍ103.4) 99.2% 64.5ҍ106.2) 93.8% 
54.6ҍ125.9) ** n=1 n=1 n=1 1 n=1



PL03.07: ALK ALK+ NSCLC

: III ASCEND-4 ïDe Castro G, et al

Å

ï ASCEND-4

Å PFS

Å PFS

Å ORR DOR

ï

ï ALK NSCLC

Castro et al. J Thorac Oncol 2016; 11(suppl): abstr PL03.07



MA07.03: ALK ALK+ NSCLC ALC

CRZ III J-ALEX ïKim YH, et al

Å

ï ALK ALK+NSCLC

Kim et al. J Thorac Oncol 2016; 11(suppl): abstr MA07.03

Å PFS ÅOS ORR

R

1:1

PD

PD

Å ECOG PS 0/1 vs. 2

Å vs. 

Å IIB/IV vs. 

Å IIIB/IV

NSCLC

ÅECOG PS 0 2

Å1

Å1

(n=207)
250 mg bid

n=100

300 mg bid

n=100



MA07.03: ALK ALK+ NSCLC ALC

CRZ III J-ALEX ïKim YH, et al

Å

ï PFS p<0.0001

Kim et al. J Thorac Oncol 2016; 11(suppl): abstr MA07.03

76

65

36

21

9

4

193

86

49

40

27

14

103

102

103

104

0 6 12 18 27

100

80

60

40

20

0

P
F

S
%
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NR
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MA07.03: ALK ALK+ NSCLC ALC

CRZ III J-ALEX ïKim YH, et al

Å

ï PFS HR CNS

Å

ï J-ALEX

ï CNS

Kim et al. J Thorac Oncol 2016; 11(suppl): abstr MA07.03

N=103 N=104

n n HR (95%CI)*

103 25 104 58 0.34 0.21, 0.54

ECOG PS
0/1 101 24 102 57 0.33 0.20, 0.53

2 2 1 2 1 1.41 0.08, 23.57

0 66 15 67 35 0.30 0.17, 0.56

1 37 10 37 23 0.39 0.18, 0.83

24 6 26 13 0.49 0.18, 1.30

IIIB/IV 79 19 78 45 0.31 0.18, 0.52

Ó75 12 3 10 5 0.28 0.06, 1.19

<75 91 22 94 53 0.34 0.21, 0.56

56 18 61 33 0.50 0.28, 0.89

/ 47 7 43 25 0.18 0.08, 0.42

14 1 29 16 0.08 0.01, 0.61

89 24 75 42 0.39 0.23, 0.64

ALK
IHC FISH 96 21 94 52 0.30 0.18, 0.50

RT-PCR 7 4 10 6 0.80 0.22, 2.90

62 16 63 37 0.31 0.17, 0.57

41 9 41 21 0.35 0.16, 0.77

0.01 0.1 1 10 100

*



MA07.05: EUCROSS: ROS1 II

- ïMichels S, et al

Å

ï ROS1

Å

ï ROS1 FISH

250 mg 1 2 II

ï DNA

Å

ï 35 32 ROS1 31

ï ORR DCR 66.7% 95%CI 47.1 82.1 83.3% 95%CI 64.6

93.7

ï PFS 13.3 PFS 23.8

ï AE AE 40% AE

58.8% 47.1% 47.1% 41.2% 44.1% ALT AST

41.2%

Å

ï ROS1 NSCLC FISH DNA

Michels et al. J Thorac Oncol 2016; 11(suppl): abstr MA07.05



MA09.03: NSCLC /

+/- : CCTG IB - IND.226 ïJuergens RA, et al

Å

ï NSCLC 4 2 1 /

PD-L1

CTLA-4

Å

ï PD-L1 10 15 mg/kg q3w 1

3 mg/kg q6w

Å

ï 2

15% 50% 23% 15%

15%

ï 2

ï 16/26 RR 61.5% 95%CI 40.6, 79.8 PR16 SD7 PD2

Å

ï PD-L1 NSCLC 15 mg/kg q3w

1 mg/kg q6w 3 mg/kg 3 q6w

Juergens et al. J Thorac Oncol 2016; 11(suppl): abstr MA09.03



PL04a.01: PD-L1 TPS Ó50%NSCLC

KEYNOTE-024

ïBrahmer J, et al

Å

ï IV NSCLC

Brahmer et al. J Thorac Oncol 2016; 11(suppl): abstr PL04a.01

PRO

ÅEORTC QLQ-C30 /QoL 15

ÅEORTC QLQ-LC13

1:1

PD*

PDÅ IV NSCLC

ÅPD-L1 TPS Ó50%

Å EGFR ALK

Å

Å

n=305

4 6

n=151

200 mg q3w 

2

n=154

* IV 200 mg q3w

2



PL04a.01: PD-L1 TPS Ó50%NSCLC

KEYNOTE-024

ïBrahmer J, et al

Å

ï 15 HRQoL

LS 7.8 [95%CI 2.8, 12.8], p=0.002

ï HRQoL p=0.029

Å

ï PD-L1 TPSÓ50% NSCLC

PFS OS HRQoL

Brahmer et al. J Thorac Oncol 2016; 11(suppl): abstr PL04a.01
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OA23.06: EGFR OS : 1,660

ïYoshida K, et al

Å

ï EGFRm+NSCLC OS

Å

ï EGFRm+NSCLC 2008 1 1 2012

12 31 17 1,660

ï

Yoshida et al. J Thorac Oncol 2016; 11(suppl): abstr OA23.06



OA23.06: EGFR OS : 1,660

ïYoshida K, et al

Å

ï 61.47% EGFR-TKI

ï OS 29.7 95%CI 28.13, 31.40 5 21.5%

ï
EGFR OS

Å

ï EGFRm+NSCLC EGFR-TKI

Yoshida et al. J Thorac Oncol 2016; 11(suppl): abstr OA23.06

0 12 24 36 48 60

% 100.0 84.4 60.4 41.2 29.4 21.5

n 1,656 1,320 885 565 295 136

n 0 251 616 889 1,033 1,102

n 0 85 155 202 328 418



MA16.03: RET GLORY RET RET

ïGautschi O, et al

Å

ï RET

Å

ï RET NSCLC

ï RET TKI RECIST 1.1

ï ORR PFS OS

Å

ï 61 28-89 165 53 RET

RET

Å n=21

Å n=11

Å n=10

Gautschi et al. J Thorac Oncol 2016; 11(suppl): abstr MA16.03



MA16.03: RET GLORY RET RET

ïGautschi O, et al

Å

ï ORR 50

Å

ï RET RET PFS

Gautschi et al. J Thorac Oncol 2016; 11(suppl): abstr MA16.03

RET
%

95% CI

PFS

95% CI

OS

95% CI

37

(16.3, 61.6)

3.6

(1.3, 7.0)

4.9

(1.9, 14.3)

18

(2.3, 51.8)

2.9

(1.0, 6.4)

10.2

(2.4, NR)

22

(2.8, 60.0)

2.2

(0.7, 5.0)

6.8

(1.1, NR)



OA03.06: NSCLC PD-L1

PD-1 ïPillai RN, et al

Å

ï PD-1 PD-L1

Å

ï NSCLC PD-1 PD-L1

MEDLINE EMBASE

ï

ï PD-1

PD-L1

Pillai et al. J Thorac Oncol 2016; 11(suppl): abstr OA03.06



OA03.06: NSCLC PD-L1

PD-1 ïPillai RN, et al

Å

ï 23 12 PD-1 11 PD-L1

ï 5,899 PD-1

3,294 PD-L1 3,284

ï ORR PD-1 19% PD-1 17% p=0.7

ï PD-1 PD-L1 AE 72% 65%

AE 19% 21%

ï AE 16% 11% p=0.04 4% 2% p=0.01 PD-1

PD-L1

Å

ï AE PD-1 PD-L1

ï NSCLC PD-1 PD-L1

Pillai et al. J Thorac Oncol 2016; 11(suppl): abstr OA03.06



NSCLC
III IV



OA03.05: CheckMate 057

NSCLC ïPeters S, et al

Å

ï CheckMate 057 / PD-L1

3

Peters et al. J Thorac Oncol 2016; 11(suppl): abstr OA03.05

Å IIIB/IB NSCLC

Å ECOG PS 0 1 

Å 1

Å ALK EGFR TKI

Å

Å PD-L1

(n=582)

R

3 mg/kg IV q2w

(n=292)

75mg/m2 q3w

(n=290)

PD/

Å OS

Å

Å 2L 3L

Å ORR PFS PD-L1 QoL

PD/



OA03.05: CheckMate 057

NSCLC ïPeters S, et al

Å

ï 3 59/292 44/290

Å /

PD-L1

Å

ï 3 15

OS 2

Peters et al. J Thorac Oncol 2016; 11(suppl): abstr OA03.05

(n=292) (n=290)

OS 12.2 9.4

190 223

HR (95%CI) 0.73 (0.59, 0.89)

O
S

%

100

80

60

40

20

0

0 3 6 9 12 15 18 21 2724

ITT

100

80

60

40

20

0

0 3 6 9 12 15 18 21 2724

3 :

100

80

60

40

20

0

0 3 6 9 12 15 18 21 2724

3 : <1%

PD-L1

(n=232) (n=244)

OS 17.4 11.3

131 179

HR (95%CI) 0.59 (0.47, 0.74)

(n=82) (n=87)

OS 14.7 11.4

51 62

HR (95%CI) 0.66 (0.45, 0.97)



OA03.07: KEYNOTE 010 PD-L1 NSCLC

ïHerbst RS, et al

Å

ï III KEYNOTE-010 24

Herbst et al. J Thorac Oncol 2016; 11(suppl): abstr OA03.07

ÅPFS OS ÅORR DoR

ÅECOG PS 0 vs. 1

Å vs 

ÅPD-L1 TPS Ó50% vs. 1-49%

10 mg/kg q3w

24

R

1:1:1

75 mg/m2 q3w

2 mg/kg q3w

24Å1

NSCLC

ÅPD-L1 TPS Ó1%

ÅECOG PS 0 1 

(n=1034)

PD/ /

PD/ /

PD/ /



OA03.07: KEYNOTE 010 PD-L1 NSCLC

ïHerbst RS, et al

Å

Å
ï 2

Herbst et al. J Thorac Oncol 2016; 11(suppl): abstr OA03.07

%

100

80

60

40

20

0

0 5

216

261

259

10

129

176

195

15

84

135

259

20

40

88

100

25

20

46

57

30

6

12

15

35

0

0

1

75 mg/m2 n=343

2 mg/kg q3w n=344

10 mg/kg q3w n=344

2.1

1.5ï3.0

2 mg/kg q3w

n=344

10 mg/kg q3w

n=344

75 mg/m2

n=343

n (%) 233 (68) 214 (62) 257 (75)

mOS

95%CI

10.5

(9.6, 12.4)

13.4

(11.2, 17.0)

8.6

(7.9, 9.8)

HR (95%CI)
0.72

(0.60, 0.86)

0.60

(0.49, 0.72)
ð

p
0.00017 <0.00001 ð

24 OS % 

95% CI

30.1

(25.0, 35.4)

37.5

(32.2, 42.9)

14.5

(10.5, 19.2)

:

75 mg/m2

2 mg/kg q3w

10 mg/kg q3w

OS



OA08.02: II

LOGIK1101 ïOta K, et al

Å

ï LM NSCLC

II

Ota et al. J Thorac Oncol 2016; 11(suppl): abstr OA08.02

Å * Å OS AE

ÅCSF PK

150 mg/ PD

Å / NSCLC

LM

Å Ó20

ÅPS 1ī3 

ÅEGFR wt

(n=21)

* 4 LM CSF

32 21

66%



OA08.02: II

LOGIK1101 ïOta K, et al

Å

ï EGFR 35.3% 0%

ï EGFR EGFR OS

p=0.0113 p=0.0054

Å

ï EGFR

Ota et al. J Thorac Oncol 2016; 11(suppl): abstr OA08.02

0 100 200 300 400 500

0

50

100

OS (n=21)

TTP

EGFR n=17 2.7

EGFR n=4 0.9

0 100 200 300 400 500

0

50

100

L
M

n=21

HR 0.29 (0.02, 0.52); p=0.0113

TTP

EGFR n=17 4.0

EGFR n=4 1.2

HR 0.25 (0.01, 0.42); p=0.0054



OA08.05: EGFR NSCLC

ïTamiya A, et al

Å

ï EGFR NSCLC LC 40 mg/ CSF

Å

ï 8 CSF

Å

ï 11 CSF 10 8

ï 5 EGFR 19 3 21 L858R 3 18

ï 88.2 ng/mL 30.4ï373.0 CSF

1.4 ng/mL 0.4ï2.9 CSF 1.7% 0.1ï9.3

ï mPFS 61 18-174 mOS 115 32-410 SD 1 PR 3 18 2

ï 3 AE PS

Å

ï CSF EGFR 18

ï

Tamiya et al. J Thorac Oncol 2016; 11(suppl): abstr OA08.05



OA08.06: 2 ALK+ NSCLC CNS

ïGettinger SN, et al

Å

ï ALK+ NSCLC

Å

ï 2 ALK+ NSCLC

Å 30-300 mg/ I/II n=50

Å7 90 mg/ 90 mg/ 180 mg/ ALTA

II n=71 n=67

Gettinger et al. J Thorac Oncol 2016; 11(suppl): abstr OA08.06



OA08.06: 2 ALK+ NSCLC CNS

ïGettinger SN, et al

Å

ï ORR I/II ALTA 180 mg 53% 67%

ï PFS I/II 14.6 180 mg ALTA 18.4

ï 30%

Å
ï ALK+ NSCLC PFS

Gettinger et al. J Thorac Oncol 2016; 11(suppl): abstr OA08.06

CNS

I/IIa ALTOb

AE AE

(n=15) 90 mg/ n=26) 180 mg/ n=18)

ORR n (%) 8 (53) 12 (46) 12 (67)

DCR n (%) 13 (87) 22 (85) 15 (83)

c

(n=9) 90 mg/ n=19) 180 mg/ n=15)

ORR n (%) 6 (67) 8 (42) 11 (73)

DCR n (%) 8 (89) 16 (84) 14 (93)

a 15/46 b 44/153
c :



MA04.02: HER2 : II

ïGandhi L, et al

Å

ï HER2 mTOR / pan-

HER

Å

ï 240 mg/ n=17 8 mg/ n=43

II

Å

ï ORR 0% 14%

ï PFS 95%CI 2.9 1.4, 

9.8) 4.0 2.9, 5.4

ï OS 95%CI 10.0 4.9

18.9 15.1 10.8 17.7

ï 3 12% 14%

Å

ï ERBB2 / NSCLC HER2 PI3K

HER2

Gandhi et al. J Thorac Oncol 2016; 11(suppl): abstr MA04.02



PL03.05: : EGFR NSCLC WBI

III CTONG 1201) ïWu YL, et al

Wu et al. J Thorac Oncol 2016; 11(suppl): abstr PL03.05

Å

ï EGFR NSCLC / WBI

EGFR

Å PFS iPFS ÅPFS ORR iORR OS

R

1:1

PDc

PDb

Å NSCLC

ÅEGFR

ÅÓ3 

Å 12

ÅECOG PS 0 1 

(n=79)

WBI (30GY/3GY/10F) ±
a

(n=78)

125 mg tid

(n=85)

a 1 22 25 mg/m2 4ï6 1-3

75 mg/m2 1 100 mg/m2 1-3 b

cWBI



PL03.05: : EGFR NSCLC WBI

III CTONG 1201) ïWu YL, et al

Wu et al. J Thorac Oncol 2016; 11(suppl): abstr PL03.05

Å

ï PFS iPFS PFS WBI

iPFS 

N 95%CI P

WBI ± 73 34 4.8 (2.4, 7.2)
0.014

85 46 10.0 (5.6, 14.4)

43.0%

47.0%P
F

S
%

100

80

60

40

20

0

0 5 10 15 20 25 30

48.0%

72.0%

ȹ24.0%

ȹ4.0%

HR 0.56 (95%CI 0.36, 0.90)

6 12

43.0%

47.0%



PL03.05: : EGFR NSCLC WBI

III CTONG 1201) ïWu YL, et al

Å

ï ORR DCR WBI

Å
ï EGFR NSCLC

Wu et al. J Thorac Oncol 2016; 11(suppl): abstr PL03.05

0
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90

WBI ±

ORR DCR ORR DCR

%

67.1%

40.9%

84.7%

67.1%

55.0%

11.1%

78.8%

54.8%

p<0.001

p=0.014

p<0.001

p=0.001ȹ26.2%

ȹ17.6%

ȹ43.9%

ȹ24.0%



PL03.09: 90

III GALAXY-2 ïPillai R, et al

Å

ï + 

Pillai et al. J Thorac Oncol 2016; 11(suppl): abstr PL03.09

ÅOS ÅLDH PFS OS

R

1:1

PD

PD

Å ECOG PS 0 vs. 1)

Å LDH Ò > ULN

Å

Å 6

Å EGFR ALK

Å 1

Å ECOG PS 0 1

(n=672)

75 mg/m2 D1 q3w

(n=337)

150 mg/m2 D1 15 + 

75 mg/m2 D1 q3w

(n=335)



+ 

N 335 337

187 (55.8) 171 (50.7)

95% CI 10.9 (9.0, 12.3) 10.5 (8.6, 12.2)

p 0.3293

HR (95%CI) 1.111 (0.899, 1.372)

PL03.09: 90

III GALAXY-2 ïPillai R, et al

Å

Pillai et al. J Thorac Oncol 2016; 11(suppl): abstr PL03.09

1.0

0.8

0.6

0.4

0.2

0.0

ITT OS

0 5 10 15 20 25

337

335
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196
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61
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34
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1



PL03.09: 90

III GALAXY-2 ïPillai R, et al

Å

Å

ï

Pillai et al. J Thorac Oncol 2016; 11(suppl): abstr PL03.09

AE n (%)
+ 

(n=327) (n=329)

AE 309 (94) 294 (89)

AE Ó 3 4 214 (65) 179 (54)

SAE 133 (41) 103 (31)

AE 38 (12) 27 (8)



OA11.01: 1 / OS IFCT-

1103 ULTIMATE ïCortot A, et al

Å

ï ULTIMATE

Å

ï PFS PFS2 OS OS2

Å

ï 1 / n=21 PFS2

4.9 95%CI 3.1, 6.2 OS2 12.5 95%CI 7.0, NR

Å n=13 PFS2 1.7 95%CI 

1.1, 2.2 OS2 4.1 95%CI 2.1, 5.9 ≢№∫√
ï 1 / n=57 PFS2

1.9 95%CI 1.7, 2.6 OS2 5.0 95%CI 3.4, 9.0

Å

ï 1 1

Cortot et al. J Thorac Oncol 2016; 11(suppl): abstr OA11.01



OA11.03: fruquintinib

II ïLu S, et al

Å

ï NSCLC fruquintinib

II

Le et al. J Thorac Oncol 2016; 11(suppl): abstr OA11.03

ÅPFS ÅORR DCR OS

R

2:1

PD

PD

ÅEGFR

Å IIIB/IB NSCLC

Å2

Å 18ī75

ÅECOG PS 0 1

(n=91) *

+ 

(n=30)

fruquintinib 5 mg/ *

+ n=61

*3 /1



OA11.03: fruquintinib

II ïLu S, et al

Å

ï PFS fruquintinib 3.78 1.12

p<0.001

ï DCR fruquintinib 70.5% 16.7%

Å

ï NSCLC fruquintinib PFS

OS

Le et al. J Thorac Oncol 2016; 11(suppl): abstr OA11.03

PFS

%

fruquintinib
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61
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33
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1

6

1

6

1

5

1

5

1

2

0

0

0

0

0

0

0

: fruquintinib

: 

fruquintinib

fruquintinib 

3.78 1.12 

HR 0.338 (95%CI 0.199, 0.572)

p<0.001



OA11.05: RET II

ïDrilon A, et al

Å

ï RET RET

II

Drilon et al. J Thorac Oncol 2016; 11(suppl): abstr OA11.05

ÅORR RECIST v1.1 ÅPFS OS

60 mg/

28

n=26

PD/

Å IV

ÅRET

ÅKPS >70%

n=26)



OA11.05: RET II

ïDrilon A, et al

Å

ï ORR 28% 95%CI 12, 49

ï PFS 5.5 95%CI 3.8, 9.2 OS 9.9 95%CI 8.6 NR

Å

ï RET

Drilon et al. J Thorac Oncol 2016; 11(suppl): abstr OA11.05*CR PD

%

40

20

0

-20

-40

-60

-80

-100

7/25 28%

18/25 72%

*



OA12.01: NSCLC 2 SBRT

II ïGomez Suescun JA, et al

Å

ï NSCLC 2 RTOG 3

AE

Gomez Suescun et al. J Thorac Oncol 2016; 11(suppl): abstr OA12.01

Å5% psAE >17%

81%

Å >1 OS PFS

R

PD

PD

Å

ÅKPS (100, 90, Ò80)

Å

Å NSCLC

Å
>2cm T1/T2 N0 PET

M0

Å CT

PET

Å PS 0 2 

(n=98)

2

3 60Gy

(n=49)

1

1 30Gy

(n=49)



OA12.01: NSCLC 2 SBRT

II ïGomez Suescun JA, et al

Å

ï AE 2 3AE: 1 27% 2 33%

ï 2 PFS 1 63% 2 50% p=0.88

ï 2 OS 1 72% 2 59% p=0.85

Å
ï PFS OS 30Gy 60Gy 3

Gomez Suescun et al. J Thorac Oncol 2016; 11(suppl): abstr OA12.01
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2 PFS

1: 63% (95%CI, 47, 76)
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p=0.8793
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MA07.06: ROS1 MET NSCLC

METROS ïLandi L, et al

Å

ï MET ROS1 NSCLC

Å

ï MET FISH MET/CEP7>2.2 MET 14 ROS1

NSCLC 250mg bid II

Å

ï 249 16 MET+ 12 : 3 : 1 :

ï RECIST : 2 5 RR 18%

DCR 54%

ï PFS 2.0 OS 3.0 3.5

Å

ï MET NSCLC

ï MET+ RR

ï MET

Landi et al. J Thorac Oncol 2016; 11(suppl): abstr MA07.06



MA07.07: ROS1 II

ïCho BC, et al

Å

ï ROS1 NSCLC

Å

ï in situ ROS1 32 NSCLC

750 mg/

Å

ï ORR 67% 30 1 19

DCR 87%

ï 18.4 95%CI 8.0, 18.4 PFS

20.7 95%CI 5, NR

ï AE 1/2 >50% 78%

63% 59% 53% 1

Å

ï ROS1 NSCLC

Cho et al. J Thorac Oncol 2016; 11(suppl): abstr MA07.07



MA09.11: IV NSCLC

ïBesse B, et al

Å

ï IV NSCLC

Besse et al. J Thorac Oncol 2016; 11(suppl): abstr MA09.11

Å RECIST 1.1 ORR ÅPFS

600 mg 800 mg IV

D1, 8 q3w 

+ 

200 mg IV D1 q3w

Å IV NSCLC

Å1

ÅECOG PS 0 1

(n=34)

PD/

/



MA09.11: IV NSCLC

ïBesse B, et al

Å

ï ORR 29.4% PD-L1

ï PFS 6.9 95%CI 2.7, NR

ï

Å

ï PD-L1 NSCLC

Besse et al. J Thorac Oncol 2016; 11(suppl): abstr MA09.11

N/n ORR % n ORR %

34 29.4 / 27

7

37

0

EGFR TKI

EGFR TKI

3

31

0

32

PD-L1

17

5

5

18

60

40



PL04a.03: EGFR/ALK NSCLC

: II ATLANTIC ïGarassino M, et al

Å

ï NSCLC

Garassino J Thorac Oncol 2016; 11(suppl): abstr PL04a.03

ÅORR ÅDoR, PFS, DCR, OS, 

2

EGFR/ALK

PD-L1 Ó25% PD-

L1 /

(n=265)

3

EGFR/ALK

PD-L1 Ó90%

n=68

1*

EGFR /ALK

PD-L1 Ó25%

n=111

Å IIIB/IV NSCLC

Å

ÅPD-L1

(n=1980)
PD

PD

PD

*

PD-L1

IV 10mg/kg 

q2w 12



PL04a.03: EGFR/ALK NSCLC

: II ATLANTIC ïGarassino M, et al

Å

ï PD-L1

Garassino J Thorac Oncol 2016; 11(suppl): abstr PL04a.03

2 3

PD-L1 / (<25%) 
(n=93)

PD-L1 όҗнр҈ύ 
(n=146)

PD-[м җфл҈ 
(n=68)

ORR % (95%CI) 7.5 (3.1, 14.9) 16.4 (10.8, 23.5) 30.9 (20.2, 43.3)

% 0 0.7 0

% 7.5 15.8 30.9

* % 29.0 34.9 17.6

% 63.4 47.9 51.5

% 0 0.7 0

25
75

NR (7.2ςNR) 12.3 (7.5ςNR)
NR 18/21 

)

6 DCR % 95%CI 20.4 (12.8, 30.1) 28.8 (21.6, 36.8) 38.2 (26.7, 50.8)

*Ó8



PL04a.03: EGFR/ALK NSCLC

: II ATLANTIC ïGarassino M, et al

Å

ï 1 OS PD-L1Ó25% 48% PD-L1 Ó90% 51%

Å

ï NSCLC

Garassino J Thorac Oncol 2016; 11(suppl): abstr PL04a.03

2 3

1 OS

50.8 (36.9, 63.2)

1.0
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0.8
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3 6 9 12 15

OS 95%CI)*

PD-L1 Ó90% (n=67):NR (5.9, NC)

1.0

0

0.8

0.6

0.4

0.2

0

3 6 9 3012 15 18 21 24 27

1 OS

47.7% (39.3, 55.5)

34.5% (25.0, 44.1)

OS 95%CI)*

PD-L1 Ó25% (n=149): 10.9 (8.6, 13.6) 

PD-L1 <25% (n=94): 9.3 (5.9, 10.8)

*OS 9.4 PD-L1 Ó25%

9.3 PD-L1 <25%) 7.0 PD-L1 Ó90%)



MA16.11: T790M NSCLC CNS : 2 II

ïGoss G, et al

Å

ï NSCLC 2 II

CNS

Goss et al. J Thorac Oncol 2016; 11(suppl): abstr MA16.11

80 mg/

Å

CNS 1

RECIST v1.1

(n=50)

Å NSCLC

Å EGFR-TKI

Å T790M

n=411)



MA16.11: T790M NSCLC CNS : 2 II

ïGoss G, et al

Å

ï CNS ORR 6 12% 54% 

ï 82% 6

Å

ï T790M NSCLC CNS

Goss et al. J Thorac Oncol 2016; 11(suppl): abstr MA16.11
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SCLC



OA05.01: : KEYNOTE-028

ïOtt P, et al

Å

ï KEYNOTE-028 SCLC

Ott et al. J Thorac Oncol 2016; 11(suppl): abstr OA05.01

ÅORR RECIST v1.1 ÅPFS OS DOR

Å SCLC

Å

Å ECOG PS 0 1)

Å PD-L1

Å 1

Å

(n=24)

10 mg/kg IV q2w

PD/

CR PR

SD

24

PD/

*

* 6 q8w q12w



OA05.01: : KEYNOTE-028

ïOtt P, et al

Å

ï ORR 33.3% 95%CI 15.6, 55.3 DoR 19.4 3.6+ï20.0+

ï PFS 1.9 95%CI 1.7, 5.9 OS 9.7 95%CI 4.1, NR

ï AE 16 66.7% 3 2 8.3%

Å
ï PD-L1 SCLC

Ott et al. J Thorac Oncol 2016; 11(suppl): abstr OA05.01
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OA05.03: SCLC 3 DLL3

ADC ïSpigel D, et al

Å

ï SCLC

Spigel et al. J Thorac Oncol 2016; 11(suppl): abstr OA05.03

Å1

SCLC

ÅDLL3

n=74)

0.05 mg/kg

(n=3)

0.1 mg/kg

(n=1)

0.2 mg/kg

(n=25)

0.4 mg/kg

(n=3)

0.8 mg/kg

(n=2)

q3w 



OA05.03: SCLC 3 DLL3

ADC ïSpigel D, et al

Å
ï 60 ORR 18% 50% DLL3 38% DLL3

ï SD DLL3 89%

ï DLL3 1 15% 29%

Å
ï / SCLC

ï I II Spigel et al. J Thorac Oncol 2016; 11(suppl): abstr OA05.03
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100

%

ï30%

+20%

: 11/60 (18%)
DLL3 : 10/26 (38%)

DLL3

0%
1ī49%
Ó 50% (DLL3)

N=60
0.2ï0.4 mg/kg



OA05.05: II : SCLC

ïOwonikoko TK, et al

Å

ï SCLC

Owonikoko et al. J Thorac Oncol 2016; 11(suppl): abstr OA05.05

ÅPFS ÅOS ORR DCR DOR

R

1:1

PD/

PD/

Å vs. /

Å

Å
180

SCLC

Å18

ÅECOG PS 0/1

n=178)
80 mg/m2

D1 8 15

n=89

40 mg bid 

3 /4

60 mg/m2 D1 8 15

n=89



OA05.05: II : SCLC

ïOwonikoko TK, et al

Å

ï ITT p=0.038 /

p=0.037 PFS

Å
ï PFS 1 OS

ORR DCR
Owonikoko et al. J Thorac Oncol 2016; 11(suppl): abstr OA05.05

PFS

3.32 vs. 2.17 

HR (95%CI): 0.71 (0.509, 0.985)

p=0.038
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+ + 

+ + 
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+ 



OA05.07: CONVERT

ïFernandez-Gutierrez F, et al

Å

ï CTC Concurrent ONce-daily VErsus Twice-daily RadioTherapy

CONVERT) 

Fernandez-Gutierrez et al. J Thorac Oncol 2016; 11(suppl): abstr OA05.07

CTC

Å 7.5 mL

ÅCTC Cellsearch platform

R

1:1

PD

PD
Å LD -SCLC

ÅCTC

Å 18

ÅECOG PS 0ï1

2

ÅFEV1 >1 L >40%

(n=79)

6.5 1 1 33

66Gy*

(n=38)

3 1 2 30

45Gy

n=41
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