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4500̔ ҈ ԍ ᵄ  HER2 ̔NRG 

/RTOG 1010 ï Safran H ֲ 

 

Å ᴇ  + ҈ ԍ  HER2 ῃ  

*  50 mg/m2+  AUC2̂6 ̃ ̂50.4 Gy̆
№ 28 ̃ Safron H, et al.J Clin Oncol 2020;38(suppl);abstr 4500 

Һ  

ÅDFS 

 

ÅOSȁpCR ȁ ῃ  

R 

1:1 

 4 mg/kĝ1 ̃̆   

2 mg/kĝq1w̆  5 ̃+ *̆
╠ 6 mg/kĝ1 ̃̆   

6 mg/kg q3w (13 ҩ ̃ 

(n=102) 

῏ ῀ ‰ 

ÅT1 N1-2ȁT2-3 N0-2 

̂Ҭ ȁ  

GEJ̆   5 cm̃ 

ÅHER2 ̂IHC  

FISH̃ 

Å   

(n=203) 
*̆  

(n=101) 

№  

Å ᵣ ̂  vs.  vs.  Ò2 cm̃  



4500̔ ҈ ԍ ᵄ  HER2 ̔NRG 

/RTOG 1010 ï Safran H ֲ 

῏  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Safron H, et al.J Clin Oncol 2020;38(suppl);abstr 4500 

 + CRT 

(n=98) 

CRT 

(n=96) 

Ԋᴆ (n) 68 67 

mDFS̆  (95% CI) 19.6 (13.5, 26.2) 14.2 (10.5̆23.0) 

HR (95% CI) 0.97 (0.69̆1.36) 

№  p ṿ̂ ᶷ̃ 0.85 

DFS 

100 

D
F

S
, 
%

 

80 

60 

40 

20 

0 
0 6 12 18 24 30 36 42 48 54 60 66 72 

№ ץ ̂ ̃ 

96 77 51 42 37 33 30 28 26 22 17 14 13 CRT 

98 72 60 48 39 35 32 29 26 20 19 13 10 
  + 

CRT 



4500̔ ҈ ԍ ᵄ  HER2 ̔NRG 

/RTOG 1010 ï Safran H ֲ 

῏  

ÅpCR ̔  + CRT ҹ 27%̆CRT ҹ 29% (p=0.71) 

Safron H, et al.J Clin Oncol 2020;38(suppl);abstr 4500 

OS 

 + CRT 

(n=98) 

CRT 

(n=96) 

Ԋᴆ (n) 54 55 

mOŜ ̃(95% CI) 38.5 (26.2, 70.4) 38.9 (29.0, 64.5) 

HR (95% CI) 1.01 (0.69̆1.47) 

№  p ṿ̂ ᶷ̃ 0.95 

100 

O
S
̆

%
 

80 

60 

40 

20 

0 
0 6 12 18 24 30 36 42 48 54 60 66 72 

№ ץ ̂ ̃ 

96 87 78 69 61 52 46 44 39 31 24 17 15 CRT 

98 87 79 67 55 51 46 40 37 26 23 16 12 
 + 

CRT 



4500̔ ҈ ԍ ᵄ  HER2 ̔NRG 

/RTOG 1010 ï Safran H ֲ 

῏ ̂ ̃ 

 

Å  HER2 Ҭ̆ ҈ Ҭⱴ῀  DFSȁ
OS  pCR̆Ӟ ⌠ ⱴ 

Safron H, et al.J Clin Oncol 2020;38(suppl);abstr 4500 

 Ó3  TRAĔn (%) 
 + CRT 

(n=95) 

CRT 

(n=96) 

ᴋᵥ 66 (69) 76 (79) 

  53 (56) 55 (57) 

 5 (5) 3 (3) 

 28 (29) 20 (21) 

 11 (12) 7 (7) 

ף ҍ Ῑ 12 (13) 19 (20) 



4501̔  FLOT  FLOT ԍ ℗
 (RAMSES/FLOT7)̔II №  -  AIO ≠ GOIM ѿ

Ҭ  II/III  ï Al-Batran S-E ֲ 

 

Å ᴇ  + FLOT ԍ ℗ ῃ  

* ҩ ╠ ז  50 mg/m2 + ≠   

85 mg/m2 + ֒  200 mg/m2 + 5FU 2600 mg/m2 q2w Al-Batran S-E, et al.J Clin Oncol 2020;38(suppl);abstr 4501 

Һ  

Å ̂  pCR̃ 

R 

1:1 

 8 mg/kg q2w + FLOT*  

̂4 ҩ ̃̆ ̆  

8 mg/kg q2w + FLOT*̂4 ҩ ̃̆ 

Ῥ ԇ ̂16 ҩ ̃(n=89) 

῏ ῀ ‰ 

Å ℗  GEJ  

̂ÓcT2  cN+̃ 

Å  

ÅHER2  

ÅECOG PS Ò1 

(n=180) FLOT*̂4 ҩ ̃̆ ̆ Ῥ ԇ 

FLOT*̂4 ҩ ̃(n=91) 

№  

Å ᵝ̂GEJ vs. ̃ 

Å ̂T1/2 vs. T3/4 /  N+̃ 

Å ̂  vs. / ̃ 

 

ÅR0 ȁPFSȁOSȁ ῃ  



4501̔  FLOT  FLOT ԍ ℗
 (RAMSES/FLOT7)̔II №  -  AIO ≠ GOIM ѿ

Ҭ  II/III  ï Al-Batran S-E ֲ 

῏  

 

Al-Batran S-E, et al.J Clin Oncol 2020;38(suppl);abstr 4501 

̆n (%) 
 + FLOT  

(n=86) 

FLOT  

(n=87) 

ÒT1 17 (20) 22 (25) 

T2 12 (14) 10 (12) 

T3 49 (57) 33 (38) 

T4 6 (7) 12 (14) 

N0 43 (50) 34 (39) 

 23 (27) 26 (30) 

p ṿ 0.7363 

R0  83 (97) 72 (83) 

p ṿ 0.0049 



4501̔  FLOT  FLOT ԍ ℗
 (RAMSES/FLOT7)̔II №  -  AIO ≠ GOIM ѿ

Ҭ  II/III  ï Al-Batran S-E ֲ 

῏ ̂ ̃ 

 

Å ℗ Ҭ̆  FLOT Ҭⱴ῀ ΐ ̆
ԅ R0 ̆ᵖ   

Al-Batran S-E, et al.J Clin Oncol 2020;38(suppl);abstr 4501 

Ó3  AĔn (%)  + FLOT (n=88) FLOT (n=90) 

ᴋᵥ 

SAE 

78 (89) 

65 (74) 

69 (77) 

44 (49) 

Ҭ ⁞  

 

35 (40) 

4 (5) 

33 (37) 

1 (1) 

 12 (14) 9 (10) 

  7 (8) 2 (2) 

 8 (9) 8 (9) 

 9 (10) 2 (2) 

 3 (3) 1 (1) 

 1 (1) 2 (2) 



4502̔  FLOT  FLOT ԍ  

HER2 ℗ ̔PETRARCA Ҭ  II  AIO 

 ï Hofheinz RD ֲ 

 

Å ᴇ  +  + FLOT ԍ ℗  HER2 

ῃ  

*  8̂ ̃/6 mg/kğ  1ȁ22ȁ43 ̕À

 840 mğ  1ȁ22ȁ43 ̕ ÿ ז  50 mg/m2 + ≠  

85 mg/m2 + ֒  200 mg/m2 + 5FU 2600 mg/m2̆  1ȁ15ȁ
29ȁ43  Hofheinz RD, et al.J Clin Oncol 2020;38(suppl);abstr 4502 

R 

1:1 

* + À + FLOTÿ̂ 4 ҩ
̃̆ ℗ ̆ * + 

À + FLOTÿ̂ 4 ҩ ̃̆
* + À ̂ 9 ҩ ̆q3w̃

(n=40) 

῏ ῀ ‰ 

Å ℗ ̂cT2ï4ȁ
ᴋᵥ cNȁcM0 ᴋᵥ TȁcN+ȁ
cM0̃ 

ÅHER2  

ÅECOG PS Ò2 

(n=81) 
FLOTÿ̂ 4 ҩ ̃̆ ℗ ̆  

FLOTÿ̂ 4 ҩ ̃ 

(n=41) 

Һ  

ÅpCR 

 

 

ÅDFSȁOSȁR0 ȁ ῃ  

№  

Å ECOG PS (0ï1 vs. 2)̆ ᵝ ̂GEJ vs.

̃̆  (<60 vs. 60ï69 vs Ó70) 



4502̔  FLOT  FLOT ԍ  

HER2 ℗ ̔PETRARCA Ҭ  II  AIO 

 ï Hofheinz RD ֲ 

῏  

Ҭᵝ ̔22 ҩ  Hofheinz RD, et al.J Clin Oncol 2020;38(suppl);abstr 4502 

ypT ̆n (%) 
 +  + FLOT 

(n=40) 

FLOT 

(n=41) 

ÒT1 17 (43) 11 (27) 

T2 8 (20) 9 (22) 

T3 14 (35) 17 (41) 

T4 0 (0) 3 (7) 

N0 27 (68) 16 (39) 

 +  + FLOT 

(n=40) 

FLOT 

(n=41) 

pCR̆n (%)  14 (35) 5 (12) 

p ṿ 0.02 



4502̔  FLOT  FLOT ԍ  

HER2 ℗ ̔PETRARCA Ҭ  II  AIO 

 ï Hofheinz RD ֲ 

῏ ̂ ̃ 

 

Å  HER2+ Ҭ̆  FLOT Ҭⱴ῀  +  pCR  

Å  +  + FLOT Ҭ AE  

Hofheinz RD, et al.J Clin Oncol 2020;38(suppl);abstr 4502 

AĔ% 
 +  + FLOT 

(n=39) 

FLOT  

(n=40) 

ᴋᵥ 3-4  AE 85 75 

ᴋᵥ SAE 67 58 

 Ó5%  AE 

⁞  23 13 

Ҭ ⁞  28 30 

 41 5 

  5 3 

 8 10 

Ꞌ̂2ï3 ̃ 23 15 



*n  CPS Ó1 ֲ / ̕À80 mg/m2̆ҹ  4 

 1ȁ8ȁ15 ̕ÿ ᾢ ԍ OS ṿ̔
pÒ0.0135 Fuchs CS, et al.J Clin Oncol 2020;38(suppl);abstr 4503 

4503̔ ≠ ԍ  PD-L1 

 (GC) ̔III  KEYNOTE-061  ï Fuchs CS ֲ 

 

Å  KEYNOTE-061 Ҭ ᵀ ≠ ԍ /GEJ 

ῃ  

R 

1:1 

 35 ҩ
₮  PD/ / 

Ả / 

‗  
№  

Å  

Å ECOG PS (0 vs. 1) 

Å ѿ  TTP̂<6 vs. Ó6 ҩ ̃ 

Å PD-L1 № (CPS <1 vs. Ó1) 

≠   

200 mg q3w 

(n*=196/296) 

῏ ῀ ‰ 

Å /GEJ  

Å  

Å Ҍ ℗  

Å ѿ
₮  PD 

Å ECOG PS 0ï1  

(n=592) 

Һ  

ÅOSÿȁPFŜ  CPS Ó1 ֲ Ҭ̃ 

 

ÅORRȁDoR̂  CPS Ó1 ֲ Ҭ̃ 

Å Ҭ ῃ  

À 

(n*=199/296) 

PD/ / 

₮ / 

‗  



4503̔ ≠ ԍ  PD-L1 

 (GC) ̔III  KEYNOTE-061  ï Fuchs CS ֲ 

῏  

 

Fuchs CS, et al.J Clin Oncol 2020;38(suppl);abstr 4503 

OS 

Ԋᴆ/  HR (95% CI) 

≠  176/196 0.81 

(0.66, 1.00)  190/199 

Ԋᴆ/  HR (95% CI) 

84/95 0.72 

(0.53, 0.99) 86/91 

Ԋᴆ/  HR (95% CI) 

44/53 0.69 

(0.46, 1.05) 51/55 

CPSÓ1 

100 

80 

60 

40 

20 

0 

54 0 6 12 18 24 36 42 48 30 

0 196 114 78 52 39 25 16 9 30 

0 199 130 54 30 17 11 7 2 15 

̂ ̃ 

ҳ ֲ  

O
S
̆

%
 

mOŜ ̃(95% CI) 

9.1 (6.2, 10.7) 

8.3 (7.6, 9.0) 

 

100 

80 

60 

40 

20 

0 

54 0 6 12 18 24 36 42 48 30 

0 95 61 43 30 23 15 9 6 19 

0 91 57 23 16 8 5 4 2 7 

̂ ̃ 

mOŜ ̃(95% CI) 

10.4 (6.7, 15.5) 

8.3 (6.8, 9.4) 

 

CPSÓ5 CPSÓ10 

100 

80 

60 

40 

20 

0 

54 0 6 12 18 24 36 42 48 30 

0 53 34 24 20 17 10 7 5 14 

0 55 33 13 11 6 4 3 2 5 

̂ ̃ 

mOŜ ̃(95% CI) 

10.4 (5.9, 18.3) 

8.0 (5.1, 9.9) 

 



4503̔ ≠ ԍ  PD-L1 

 (GC) ̔III  KEYNOTE-061  ï Fuchs CS ֲ 

῏ ̂ ̃ 

 

Fuchs CS, et al.J Clin Oncol 2020;38(suppl);abstr 4503 

PFS 

Ԋᴆ/  HR (95% CI) 

≠  185/196 1.25 

(1.02, 1.54)  192/199 

Ԋᴆ/  HR (95% CI) 

87/95 0.98 

(0.71, 1.34) 87/91 

Ԋᴆ/  HR (95% CI) 

45/53 0.79 

(0.51, 1.21) 52/55 

CPSÓ1 

100 

80 

60 

40 

20 

0 

54 0 6 12 18 24 36 42 48 30 

0 196 40 28 22 19 11 7 2 14 

0 199 61 23 12 5 2 1 0 4 

̂ ̃ 

ҳ ֲ  

P
F

S
̆

%
 

mPFŜ ̃(95% CI) 

1.5 (1.4, 2.0) 

4.1 (3.2, 4.3) 

 

100 

80 

60 

40 

20 

0 

54 0 6 12 18 24 36 42 48 30 

0 95 24 19 15 13 8 5 2 11 

0 91 27 8 6 2 0 0 0 1 

̂ ̃ 

mPFŜ ̃(95% CI) 

1.6 (1.4, 2.8) 

4.0 (2.8, 4.4) 

 

CPSÓ5 CPSÓ10 

100 

80 

60 

40 

20 

0 

54 0 6 12 18 24 36 42 48 30 

0 53 17 14 13 12 7 5 2 10 

0 55 15 4 3 1 0 0 0 0 

̂ ̃ 

mPFŜ ̃(95% CI) 

2.7 (1.4, 4.3) 

4.0 (2.7, 4.4) 

 



4503̔ ≠ ԍ  PD-L1 

 (GC) ̔III  KEYNOTE-061  ï Fuchs CS ֲ 

῏ ̂ ̃ 

 

+ Ҭ Fuchs CS, et al.J Clin Oncol 2020;38(suppl);abstr 4503 

 

CPSÓ1 CPSÓ5 CPSÓ10 

≠  

(n=196) 

 

(n=199) 

≠  

(n=95) 

 

(n=91) 

≠  

(n=53) 

 

(n=55) 

ORR̆n (%) 32 (16.3) 27 (13.6) 19 (20.0) 13 (14.3) 13 (24.5) 5 (9.1) 

BOR̆n (%) 

CR 9 (4.6) 5 (2.5) 7 (7.4) 2 (2.2) 7 (13.2) 1 (1.8) 

PR 23 (11.7) 22 (11.1) 12 (12.6) 11 (12.1) 6 (11.3) 4 (7.3) 

SD 44 (22.4) 90 (45.2) 23 (24.2) 42 (46.2) 12 (22.6) 28 (50.9) 

PD 95 (48.5) 46 (23.1) 45 (47.4) 20 (22.0) 23 (43.4) 11 (20.0) 

Ҭᵝ DoR̂ ̃
̂ ̃ 

19.1  

(1.4+  47.1+̃ 

5.2  

(1.3+  16.8̃ 

32.7  

̂4.1  47.1+̃ 

4.8  

(1.3+  15.3̃ 

NR 

̂4.1  47.1+̃ 

6.9 

̂2.6  6.9̃ 



4503̔ ≠ ԍ  PD-L1 

 (GC) ̔III  KEYNOTE-061  ï Fuchs CS ֲ 

῏ ̂ ̃ 

 

Å  PD-L1  GEJ Ҭ̆ᶏ ≠  OS  

PFS  

Å  PD-L1 ⱴ̆ ≠ ҳ ⱴ 

Fuchs CS, et al.J Clin Oncol 2020;38(suppl);abstr 4503 

AĔn (%) ≠  (n=294)  (n=276) 

AE 

3-5  

Ҥ  AE 

Ả  

֙ 

- 

157 (53.4) 

108 (36.7) 

14 (4.8) 

10 (3.4)  

- 

154 (55.8) 

68 (24.6) 

25 (9.1) 

8 (2.9) 

ᴋᵥ TRAE 

3-5  

Ҥ  TRAE 

Ả  

֙ 

157 (53.4) 

44 (15.0) 

25 (8.5) 

10 (3.4) 

3 (1.0) 

233 (84.4) 

97 (35.1) 

14 (5.1) 

15 (5.4) 

1 (0.4) 



4514̔FOLFIRI +  + ᵬҹԋ ԍ
̂ ᶏ ᶏ ז ̃̔AIO  II  

RAMIRIS  ï Lorenzen S ֲ 

 

Å ᴇ  + FLOT  + ᵬҹԋ ԍ
ῃ  

*ᴚ  180 mg/m2 + ֒  400 mg/m2 +  

5FU 400 mg/m2 ̆  2400 mg/m2  Lorenzen S, et al.J Clin Oncol 2020;38(suppl);abstr 4514 

R 

2:1 

 8 mg/kğiv̆  1ȁ15 ̆q4w 

+ FOLFIRI*̆  1ȁ15 ̆q4w 

(n=72) ῏ ῀ ‰ 

Å  

GEJ  

Å ᶏ
₮  PD 

Å ECOG PS Ò1 

(n=111) 

 

ÅOSȁORRȁDCRȁPFS ῒז  

 8 mg/kğiv̆  1ȁ15 ̆q4w 

+  80 mg/m2̆  1ȁ8ȁ15 ̆q4w 

(n=38) 

№   

Å ᶏ ז ̂  vs. ̃ 

Å ѿ ӊ  TPP  

̂Ò3 ҩ  vs. >3 ҩ ̃ 



4514̔FOLFIRI +  + ᵬҹԋ ԍ
̂ ᶏ ᶏ ז ̃̔AIO  II  

RAMIRIS  ï Lorenzen S ֲ 

῏  

Lorenzen S, et al.J Clin Oncol 2020;38(suppl);abstr 4514 

30 

100 

80 

60 

40 

20 

0 
0 5 10 15 20 25 

̂ ̃ 

OS 

FOLFIRI̔n=72̆55 ᶛԊᴆ̆mOS ҹ 6.8 ҩ  

̔n=38̆30 ᶛԊᴆ̆mOS ҹ 7.6 ҩ  

̔p=0.89 

O
S
̆

%
 

30 

100 

80 

60 

40 

20 

0 
0 5 10 15 20 25 

̂ ̃ 

PFS 

FOLFIRI̔n=72̆59 ᶛԊᴆ̆mPFS ҹ 3.9 ҩ  

̔n=38̆34 ᶛԊᴆ̆mPFS ҹ 3.6 ҩ  

̔p=0.14 

P
F

S
̆

%
 

30 

100 

80 

60 

40 

20 

0 
0 5 10 15 20 25 

̂ ̃ 

OS̆֒ ̔ ז ᾢ  

FOLFIRI̔n=48̆36 ᶛԊᴆ̆mOS ҹ 7.5 ҩ  

̔n=24̆19 ᶛԊᴆ̆mOS ҹ 6.6 ҩ  

̔p=0.47 

O
S
̆

%
 

30 

100 

80 

60 

40 

20 

0 
0 5 10 15 20 25 

̂ ̃ 

PFS̆֒ ̔ ז ᾢ  

FOLFIRI̔n=48̆38 ᶛԊᴆ̆mPFS ҹ 4.6 ҩ  

̔n=24̆23 ᶛԊᴆ̆mPFS ҹ 2.1 ҩ  

̔p=0.0070 

P
F

S
̆

%
 



4514̔FOLFIRI +  + ᵬҹԋ ԍ
̂ ᶏ ᶏ ז ̃̔AIO  II  

RAMIRIS  ï Lorenzen S ֲ 

῏ ̂ ̃ 

 

Å Ҭ̆FOLFIRI ̆ ғ
ᾢ ז  

Lorenzen S, et al.J Clin Oncol 2020;38(suppl);abstr 4514 

Ԋᴆ̆n (%) 
FOLFIRI +  

(n=72) 

 +  

(n=38) 

CR 2 (3) 1 (3) 

PR 14 (19) 3 (8) 

SD 28 (39) 16 (42) 

PD 18 (25) 10 (26) 

 RECIST №  10 (14) 8 (21) 

ORR  16 (22) 4 (11) 

ORR̂ ז ᾢ Ҭ̃̆n/N (%) 12/48 (25) 2/24 (8) 

DCR 44 (61) 21 (58) 

DCR̂ ז ᾢ Ҭ̃n/N (%) 31/48 (65) 9/24 (37) 



ȁ  



 

ȁ  



4504̔SWOG S1505̔mFOLFIRINOX ז /  

(Gem/nabP) ԍ ℗  (PDA)  (peri-op Ctx) 

 ï Sohal D ֲ 

 

Å ᴇ ԍ ℗ ῃ  

* ≠  85 mg/m2 + ᴚ  180 mg/m2 + 5FU 2.4 g/m2̆
46 ̆q2w̕ À  1ȁ8ȁ15 ̆q4w Sohal D, et al.J Clin Oncol 2020;38(suppl);abstr 4504 

R 

2:1 

mFOLFIRINOX* q2w 

̂6 ̃ 

(n=53) ῏ ῀ ‰ 

Å ℗  

Å   

Å ECOG PS 0ï1 

(n=102) 
ז   

1000 mg/m2 +  

  

125 mg/m2 ̂9 ̃À) 
(n=45) 

Һ  

Å2  OS 

 

ÅDFSȁ ῃ  

₮
 P

D
̆
↕

№
 +

 
 

mFOLFIRINOX* q2w 

̂6 ̃ 

(n=31) 

ז   

1000 mg/m2 +  

  

125 mg/m2̂9 ̃À) 
(n=26) 



4504̔SWOG S1505̔mFOLFIRINOX ז /  

(Gem/nabP) ԍ ℗  (PDA)  (peri-op Ctx) 

 ï Sohal D ֲ 

῏  

 

Sohal D, et al.J Clin Oncol 2020;38(suppl);abstr 4504 

 
mFOLFIRINOX  

(n=40) 

ז /  

(n=33) 

Ҭᵝ ̂ ̃̂ ̃ 66 (44ï76) 64 (46-75) 

≢̆n (%) 
 

 

19 (35) 

36 (65) 

23 (49) 

24 (51) 

̆n (%) 

ֲ  

ֲ 

 

52 (94) 

2 (4) 

1 (2) 

39 (83) 

5 (11) 

3 (6) 

ECOG PS̆n (%) 
0 

1 

34 (62) 

21 (38) 

31 (66) 

16 (34) 



4504̔SWOG S1505̔mFOLFIRINOX ז /  

(Gem/nabP) ԍ ℗  (PDA)  (peri-op Ctx) 

 ï Sohal D ֲ 

῏ ̂ ̃ 

Sohal D, et al.J Clin Oncol 2020;38(suppl);abstr 4504 

OS 

ҳ   2  OS (%) mOŜ ̃ 

mFOLFIRINOX 55 32 43.1 22.4 

Gem/nab-P 47 28 46.9 23.6 

42 

100 

80 

60 

40 

20 

0 

0 6 12 18 24 30 36 

O
S
̆

%
 

Ύ  

: 2 ҹ 58% 



4504̔SWOG S1505̔mFOLFIRINOX ז /  

(Gem/nabP) ԍ ℗  (PDA)  (peri-op Ctx) 

 ï Sohal D ֲ 

῏ ̂ ̃ 

 

Sohal D, et al.J Clin Oncol 2020;38(suppl);abstr 4504 

 
mFOLFIRINOX  

(n=40) 

ז /  

(n=33) 

R0 ℗ ̆n (%) 34 (85) 28 (85) 

ῃ Һ ̆n (%) 10 (25) 14 (42) 

℗ ̆Ҭᵝ ̂ ̃ 19 (1-56) 18 (3-45) 

℗ ̆n (%) 16 (40) 15 (45) 

℗  mDFŜ ̃ 10.9 14.2 



4504̔SWOG S1505̔mFOLFIRINOX ז /  

(Gem/nabP) ԍ ℗  (PDA)  (peri-op Ctx) 

 ï Sohal D ֲ 

῏ ̂ ̃ 

 

 

Å ℗ Ҭ̆  mFOLFIRINOX ז  + 

ᵌӍΐ ᵌ ̕ᵖ ̆ ңҩ Ҭ ⌠Һ ̂2 

 OS Ó58%̃Ȃ 

Sohal D, et al.J Clin Oncol 2020;38(suppl);abstr 4504 

3/4  AĔn (%) 

╠  

mFOLFIRINOX 

(n=53) 

Gem/nab-P 

(n=45) 

mFOLFIRINOX 

(n=31) 

Gem/nab-P 

(n=26) 

Ҭ ⁞  10 (19) 17 (38) 0 7 (27) 

Ҭ ⁞  0 2 (4) 0 0 

 9 (17) 4 (9) 2 (6) 1 (4) 

 7 (13) 5 (11) 4 (13) 1 (4) 

 5 (9) 3 (7) 5 (16) 1 (4) 

ӎ 5 (9) 3 (7) 1 (3) 0 

 4 (8) 1 (2) 0 0 



4505̔ESPAC-5F̔ ȁ╠ ȁ Ҭ ȁ ȁ  II  - 

ז ⱴ ז  (GEMCAP) ꜛ  FOLFIRINOX  (CRT) ԍ
℗  ï Ghaneh P ֲ 

 

Å ᴇ ז ז +   (GEMCAP) ꜛ ȁFOLFIRINOX 

ῃ  

* ז  1000 mg/m2̆3/4 ̕ ז  830 mg/m2̆
21/28 ̆q4w̕À ≠  85 mg/m2ȁᴚ  180 mg/m2ȁ
֒  400 mg/m2ȁ5FU 2400 mg/m2̆q2w̕ÿ50.4 Gy 

ז ̆  5.5 ῤ№ 28  Ghaneh P, et al.J Clin Oncol 2020;38(suppl);abstr 4505 

Һ  

Å℗  (R1/R0)̕ תּ  

 

ÅR0 ℗ ȁOSȁ ῃ  

῏ ῀ ‰ 

ÅNCCN ӈ ℗
 

ÅWHO PS 0ï1 

(n=90) 

R 

 4-6 №

̆ ׅ
ԍ ℗
̆↕

Ȃ  

℗ ̆↕
ꜛ  

FOLFIRINOXÀ̂ 4 ̃
(n=20) 

 

(n=32) 

GEMCAP*̂2 ҩ ̃ 

(n=20) 

ÿ 

(n=16) 

№  

Å Ҭ  



4505̔ESPAC-5F̔ ȁ╠ ȁ Ҭ ȁ ȁ  II  - 

ז ⱴ ז  (GEMCAP) ꜛ  FOLFIRINOX  (CRT) ԍ
℗  ï Ghaneh P ֲ 

῏  

Å תּ *ҹ 20.74̂95% CI ҹ 16.68̆25.49̃ 

* ӈҹ תּ ץ תּ ̂ ̃̕ 
Àn ℗ /N ֲ  Ghaneh P, et al.J Clin Oncol 2020;38(suppl);abstr 4505 

℗   ꜛ  ᵣ 

R0+R1 

n/NÀ 20/32 31/56 51/88 

̆% (95% CI) 62 (44, 79) 55 (41, 69) 58 (47, 68) 

p ṿ 0.668 

R0 

n/NÀ 3/20 7/31 10/51 

̆% (95% CI) 15 (3, 38) 23 (10, 41) 20 (10, 33) 

p ṿ 0.721 



4505̔ESPAC-5F̔ ȁ╠ ȁ Ҭ ȁ ȁ  II  - 

ז ⱴ ז  (GEMCAP) ꜛ  FOLFIRINOX  (CRT) ԍ
℗  ï Ghaneh P ֲ 

῏ ̂ ̃ 

 

*GEMCAP  FOLIRINOX  CRT Ghaneh P, et al.J Clin Oncol 2020;38(suppl);abstr 4505 

100 

80 

60 

40 

20 

0 

0 2 4 6 8 10 12 

O
S
̆

%
 

̂ ̃ 

32 31 25 21 18 16 7 
20 20 19 18 17 16 7 
20 19 19 17 16 16 14 
16 14 14 13 11 10 8 
56 53 52 48 44 42 29 

 

GEMCAP 

FOLFIRINOX 

CRT 

ꜛ  

HRGEMCAP 0.32̂95% CI ҹ 0.12, 0.85̃ 

HRFOLFIRINOX 0.16̂95% CI ҹ 0.05, 0.56̃ 

HRCRT 0.41̂95% CI ҹ 0.15, 1.10̃ 

X2 (3) = 14.76, p=0.002 

HR ꜛ 0.28 ̂95% CI ҹ 0.14, 0.57̃ 

X2 (1) = 13.77, p<0.001 

ѿ  OS̆% 

(95% CI) 

 

GEMCAP 

FOLFIRINOX 

CRT 

ꜛ * 

42 (27, 64) 

79 (62, 100) 

84 (70, 100) 

64 (43, 95) 

77 (66, 89) 

 

OS 

ҳ ֲ  



4505̔ESPAC-5F̔ ȁ╠ ȁ Ҭ ȁ ȁ  II  - 

ז ⱴ ז  (GEMCAP) ꜛ  FOLFIRINOX  (CRT) ԍ
℗  ï Ghaneh P ֲ 

῏ ̂ ̃ 

 

Å ℗ Ҭ̆ ̆ ꜛ ₮ 1  

Ghaneh P, et al.J Clin Oncol 2020;38(suppl);abstr 4505 

Ó3  AĔn (%) GEMCAP (n=18) FOLFIRNOX (n=19) CRT (n=14) 

ᴋᵥ SAE 1 (6) 5 (26) 3 (21) 

̂5 ̃ 0 1 (5) 0 

Ҭ ⁞  0 1 (5) 0 

 0 1 (5) 0 

 0 1 (5) 0 

 0 1 (5) 1 (7) 

 1 (6) 0 0 

 ïῒ(7) 1 0 0 ז 

ᴴ  0 0 1 (7) 

ף Ῑ ïῒ(7) 1 0 0 ז 



4515̔ ꜛ ז +   (nab-P+Gem) ז  

(Gem) ԍ  (PC) ℗  III  APACT ̔
⅞№ ï Reni M ֲ 

 

Å ׃  APACT ̂ ז +  ז ԍ
℗ ̃  OS ῃ  

* Ò12  Reni M, et al.J Clin Oncol 2020;38(suppl);abstr 4515 

Һ  

Å  ICR  DFS 

 

R 

1:1 

PD/ 

 

№  

Å℗ ̂R0 vs. R1̃ 

Å ̂  vs. ̃ 

Å ̂ ȁ ≠֒ vs. ֒ ̃ 

 125 mg/m2 + 

ז  1000 mg/m2̆ 

4 ╠ 3 ѿ ̆ 

῍ 6 ҩ * (n=432) 

῏ ῀ ‰ 

Å (T1ï3, N0ï1, M0) 

Å ῃ℗  

ÅCT̔  

Å  

ÅCA19-9 <100 U/mL 

ÅECOG PS 0ï1 

(n=866) PD/ 

 

ז  1000 mg/m2 

4 ╠ 3 ѿ ̆ 

῍ 6 ҩ * (n=434) 

 

ÅOSȁ ῃ  



4515̔ ꜛ ז +   (nab-P+Gem) ז  

(Gem) ԍ  (PC) ℗  III  APACT ̔
⅞№ ï Reni M ֲ 

῏  

 

Reni M, et al.J Clin Oncol 2020;38(suppl);abstr 4515 

OŜITT ֲ ̃ 

Ҭᵝ ̂ ̃ 
̂  ñ 

4  OS̆% 

nab-P + 
Gem 

Gem 
nab-P + 

Gem 
Gem 

 53.9 
(203) 

53.2 
(205) 

44 41 

 53.9 
(144) 

52.6 
(156) 

44 37 

֒  51.1  
(55) 

52.7  
(53) 

46 39 

≠֒ 50.6  
(30) 

54.2  
(20) 

42 26 

ITT ῍  53.3 
(432) 

53.0 
(434) 

44 38 

O
S
̆

%
 

̂ ̃ 

100 

80 

60 

40 

20 

0 

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51 54 57 60 63 

432 427 420 406 385 366 344 307 284 264 252 232 220 207 198 186 144 110 75 53 26 14 

434 415 404 384 354 320 301 275 262 249 228 212 202 181 165 154 121 100 64 37 15 5 

Ԋᴆ/n Ҭᵝ ̂ ̃ 

nab-P + Gem 248/432 41.8 

Gem 263/434 37.7 

ҳ ֲ  

HR 0.82̂95% CI ҹ 0.687̆0.973̃ 

p=0.0232 



4515̔ ꜛ ז +   (nab-P+Gem) ז  

(Gem) ԍ  (PC) ℗  III  APACT ̔
⅞№ ï Reni M ֲ 

῏ ̂ ̃ 

Å ῃ ̆ № Ҭ  Ó3  TEAĔҍ ҩ ITT ֲ Ҭ
ѿ  

 

Å ℗ Ҭ̆APACT ̆ᶏ  + 

ז ז ΐ  OS̆ ғ  

Å ῃ ҍ∆ № Ҭ ѿ  

Reni M, et al.J Clin Oncol 2020;38(suppl);abstr 4515 

̆ n (%) 

  ֒  ≠֒ 

nab-P 

+ Gem 

(n=201) 

Gem 

(n=203) 

nab-P + 

Gem 

(n=143) 

Gem 

(n=148) 

nab-P 

+ Gem 

(n=55) 

Gem 

(n=52) 

nab-P + 

Gem 

(n=30) 

Gem 

(n=20) 

 Ó1 Ó3  

TEAE  

172 

(85.6) 

131 

(64.5) 

125  

(87.4) 

112 

(75.7) 

47 

(85.5) 

29 

(55.8) 

27  

(90.0) 

14 

(70.0) 

 Ó1 Ҥ  

TEAE  

73 

(36.3) 

33 

(16.3) 

69  

(48.3) 

47 

(31.8) 

16 

(29.1) 

7  

(13.5) 

18  

(60.0) 

9  

(45.0) 



4516̔ESPAC-4̔ѿ Ҭ ȁ ȁ ȁ  III  - ז  (GEM) 

ז  (CAP) ꜛ ז ѿ ԍ℗ ̔
ԓ  ï Neoptolemos JP ֲ 

 

Å ᴇ ז ז +  ז ᵬҹ ꜛ ԍ ℗
ῃ  

*1000 mg/m2̆  1ȁ8ȁ16 ̂6 ҩ ̃̕ 
À1660 mg/m2/  21 /28  Neoptolemos JP, et al.J Clin Oncol 2020;38(suppl);abstr 4515 

R 

1:1 

PD 
ז ז + * À 

(n=364) 
῏ ῀ ‰ 

Å  

ÅR0  R1 ℗  

Å ȁ  

Å  

ÅWHO PS Ò2 

(n=730) 

Һ  

Å5  OS 

 

 

ÅRFSȁ ῃ  

PD 
ז *  

(n=366) 

№  

Å ℗  (R0 vs. R1) 

Å /   



4516̔ESPAC-4̔ѿ Ҭ ȁ ȁ ȁ  III  - ז  (GEM) 

ז  (CAP) ꜛ ז ѿ ԍ℗ ̔
ԓ  ï Neoptolemos JP ֲ 

῏  

Neoptolemos JP, et al.J Clin Oncol 2020;38(suppl);abstr 4515 

OS ̆% (95% CI) ז ז +  ז   

3  0.42 (0.37, 0.47) 0.35 (0.30, 0.39) 

4  0.33 (0.28, 0.38) 0.27 (0.23, 0.32) 

5  0.28 (0.23, 0.33) 0.20 (0.16, 0.25) 

̔ 

Å ז ז +  ̔84/287 (29%)  

Å ז ̔104/313 (33%) 

 

O
S
̆

%
 

׆ № ̂ ̃ 

100 

80 

60 

40 

20 

0 

0 10 20 30 40 50 60 

mOS 26.0 ҩ ̂95% CI ҹ 22.7̆28.4̃ 

mOS 27.7 ҩ ̂95% CI ҹ 23.3̆31.2̃ 

ҳ ֲ  

366 303 215 149 116 92 71 Gem 

364 323 221 167 133 112 93 GEMCAP 

ז  

ז ז +   

HR 0.84̂95% CI ҹ 0.70̆0.99̃ 

 p=0.049 

364 238 145 109 90 81 77 
̆

%
 

׆ № ̂ ̃ 

100 

80 

60 

40 

20 

0 

0 10 20 30 40 50 60 

Ҭᵝ RFS 13.4 ҩ ̂95% CI ҹ 11.7̆15.5̃ 

Ҭᵝ RFS 14.2 ҩ ̂95% CI ҹ 12.2̆16.9̃ 

366 228 133 97 75 59 53 

ז  

ז ז +   

HR 0.85̂95% CI ҹ 0.73̆1.00̃ 

 p=0.069 

OS  



4516̔ESPAC-4̔ѿ Ҭ ȁ ȁ ȁ  III  - ז  (GEM) 

ז  (CAP) ꜛ ז ѿ ԍ℗ ̔
ԓ  ï Neoptolemos JP ֲ 

῏ ̂ ̃ 

 

Å Ҭ̆ ז ̆ ז ז +   OS 

Neoptolemos JP, et al.J Clin Oncol 2020;38(suppl);abstr 4515 

3/4  AĔn (%) 
ז ז +    

(n=359) 

ז   

(n=366) 
p ṿ 

 8 (2) 14 (4) 0.279  

 19 (5) 6 (2) 0.008  

ӎ 20 (6) 19 (5) 0.870  

 6 (2) 6 (2) 1.000  

᷅ ̆ῒ0.012 (7) 24 (3) 9 ז  

 9 (3) 11 (3) 0.821  

Ҭ  137 (38) 89 (24) <0.001  

 26 (7) 0 <0.001  

 8 (2) 7 (2) 0.800  

Ԋᴆ 8 (2) 9 (2) 1.000 

 37 (10) 28 (8) 0.242 



 

ȁ  



4506̔ ᵬҹѿ ԍ ̔ѿ ȁ ȁ
Ҭ  II/III  ï Bi F ֲ 

 

Å ᴇ ᵬҹѿ ԍ  HCC ῃ  

Bi F, et al.J Clin Oncol 2020;38(suppl);abstr 4506 

Һ  

ÅOS 

 

 

ÅPFSȁORRȁDCRȁ ῃ  

R 

1:1 

PD/ 

 

 0.2 g bid po 

 (n=328) ῏ ῀ ‰ 

ÅҌ ℗  HCC 

ÅChild-Pugh № Ò7 

Å ῃ  

ÅECOG PS 0ï1 

(n=668) PD/ 

 

 0.4 mg bid po 

(n=331) 

№  

Å AFP  (<400 vs. Ó400 ɛg/L) 

Å  

Å BCLC  (B vs C) 

Å ᷅ /  



4506̔ ᵬҹѿ ԍ ̔ѿ ȁ ȁ
Ҭ  II/III  ï Bi F ֲ 

῏  

 

Bi F, et al.J Clin Oncol 2020;38(suppl);abstr 4506 

  

(n=328) 

 

(n=331) 

mOŜ ̃ (95% CI) 12.1  

(10.3̆13.4) 

10.3 

(9.2, 12.0) 

HR (95% CI) 0.831 (0.699, 0.988) 

p ṿ  0.0363 

OŜῃ№ ̃ 

100 

O
S
̆

%
 

80 

60 

40 

20 

0 
0 5 10 15 20 25 30 35 40 45 

̂ ̃ 

 328 262 188 134 95 54 25 10 2 0 

 331 258 170 124 75 39 15 2 1 0 



4506̔ ᵬҹѿ ԍ ̔ѿ ȁ ȁ
Ҭ  II/III  ï Bi F ֲ 

῏  

 

Bi F, et al.J Clin Oncol 2020;38(suppl);abstr 4506 

  (n=328)  (n=331) 

ORR̆n (%) [95% CI] 15 (4.6) [2.6, 7.4] 9 (2.7) [1.3, 5.1] 

BOR̆n (%) 

CR 1 (0.3) 0 

PR 19 (5.8) 12 (3.6) 

SD 163 (49.7) 166 (50.2) 

PD 122 (37.2) 124 (37.5) 

NE 23 (7.0) 19 (8.8) 

DCR̆n (%) [95% CI] 101 (30.8) [25.8, 36.1] 95 (28.7) [23.9, 33.9] 

 24  DCR̆n (%) 68 (20.7) 52 (15.7) 

mPFŜ ̃(95% CI) 3.7 (3.0, 3.7) 3.6 (2.4, 3.7) 

HR (95% CI)̕p ṿ 0.909 (0.763̆1.082)̕0.2824 



4506̔ ᵬҹѿ ԍ ̔ѿ ȁ ȁ
Ҭ  II/III  ï Bi F ֲ 

῏ ̂ ̃ 

 

Å  HCC Ҭ̆ ̆ ѿ Ҭ  OS ᶃ ΐ
ῃ  

Bi F, et al.J Clin Oncol 2020;38(suppl);abstr 4506 

AĔ%  (n=333)  (n=332) p ṿ 

ᴋᵥ AE 

Ó3  

SAE 

Ҭ  

Ả  

֙ 

99.7 

57.4 

16.5 

30.3 

10.2 

1.8 

99.1 

67.5 

20.2 

42.5 

12.7 

3.6 

0.3731 

0.0082 

0.2307 

0.0013 

0.3324 

0.1610 

ᴋᵥ TRAE 

Ó3  

SAE 

Ҭ  

Ả  

94.3 

37.5 

6.9 

25.2 

5.7 

96.7 

49.7 

6.6 

36.1 

7.5 

0.1902 

0.0018 

1.0000 

0.0025 

0.3544 



4507̔ ᵬҹԋ ԍ Ҭ ̔ѿ ȁ ╕
ȁ  III  ï Li Q ֲ 

 

Å ᴇ ᵬҹԋ ԍ  HCC Ҭ ῃ  

Li Q, et al.J Clin Oncol 2020;38(suppl);abstr 4507 

Һ  

ÅOS 

 

ÅPFSȁTTPȁORRȁDoRȁDCRȁSD Ó6 ȁ
ῃ  

R 

2:1 

PD/ 

 

 750 mg/  po 

(n=267) 

῏ ῀ ‰ 

Å  HCC 

ÅChild-Pugh A  B ̆
№ Ò7 

ÅÓ1 ῃ  

̂ / ԍ
≠ ̃ 

ÅBCLC ̔B  C 

ÅECOG PS 0ï1 

(n=400) 

PD/ 

 

╕  

(n=133) 

№  

ÅECOG PS (0 vs. 1) 

Å ᶏ   

Å / ᷅ ̂  vs. ̃ 



4507̔ ᵬҹԋ ԍ Ҭ ̔ѿ ȁ ╕
ȁ  III  ï Li Q ֲ 

῏  

ÅmPFS̔  4.5 ҩ ̂95% CI ҹ 3.9, 4.7̃vs. ╕ 1.9 ҩ ̂9% CI ҹ 1.9, 2.0̃  

ï HR 0.471 95% CI ҹ 0.369 0.601 p<0.0001 

 
Li Q, et al.J Clin Oncol 2020;38(suppl);abstr 4507 

 

(n=261) 

╕ 

(n=132) 

Ԋᴆ̆n (%) 206 (78.9) 106 (80.3) 

mOS ̂ ̃(95% CI) 8.7 (7.5, 9.8) 6.8 (5.7, 9.1) 

HR (95% CI) 0.785 (0.617, 0.998) 

ᶷ№  p ṿ 0.0476 

6 ҩ  OS ̆% (95% CI) 70 (64.1, 75.2) 56.1 (47.2, 64.0) 

12 ҩ  OS ̆% (95% CI) 36.8 (30.8, 42.8) 28.9 (21.2, 37.1) 

̂ ̃ 

O
S
̆

%
 

80 

60 

40 

20 

0 

0 6 12 18 24 30 36 42 

ҳ ֲ  

261 182 81 35 19 6 2 0  

132 74 30 14 8 2 0 0 ╕ 

100 
OS 



4507̔ ᵬҹԋ ԍ Ҭ ̔ѿ ȁ ╕
ȁ  III  ï Li Q ֲ 

῏ ̂ ̃ 

 

Å ᾢ  HCC Ҭ Ҭ̆ ╕̆ ԅ ̂OS  

PFS̃̆ῒ ῃ Ӟ ԍ  

Li Q, et al.J Clin Oncol 2020;38(suppl);abstr 4507 

TRAĔn (%) 
 

(n=257) 

╕ 

(n=130) 

ᴋᵥ ≢ 250 (97.3) 92 (70.8) 

3-4  199 (77.4) 25 (19.2) 

Ҥ  44 (17.1) 5 (3.8) 

╕  

╕ Ҭ  

╕ ⁞  

178 (69.3) 

155 (60.3) 

115 (44.7) 

11 (8.5) 

11 (8.5) 

2 (1.5) 

ӄẢ  32 (12.5) 0 

֙ 0 0 



4508̔  (T) ᴠ  (D) ԍ  (aHCC) 

ȁ  ï Kelley RK ֲ 

 

Å ᴇ ᴠ ԍ  HCC ῃ  

Kelley RK, et al.J Clin Oncol 2020;38(suppl);abstr 4508 

Һ  

Å ῃ  

 

 

ÅORR (RECIST v1.1)ȁDoRȁOS 

῏ ῀ ‰ 

Å  HCĈҌ ℗ ̃ 

Å ᾧ └╕
 

ÅChild-Pugh A  

Å ₮
Ҍ ᶏ  

(n=332) 

R 

 750 mg q4ŵ7 ̃̆ 

 q12w (n=33) 

 300 mĝ1 ̃+  

ᴠ  1500 mg q4w (n=65) 

 75 mĝ4 ̃+  

ᴠ  1500 mg q4w (n=45) 

ᴠ  1500 mg q4w 

(n=64) 



4508̔  (T) ᴠ  (D) ԍ  (aHCC) 

ȁ  ï Kelley RK ֲ 

῏  

 

Kelley RK, et al.J Clin Oncol 2020;38(suppl);abstr 4508 

AĔn (%) 

 300 +  

ᴠ   

(n=75) 

 75 +  

ᴠ   

(n=82)  

 

(n=69) 

ᴠ   

(n=101) 

ᴋᵥ AE 

3-4  

Ҥ  

73 (98.6) 

43 (58.1) 

31 (41.9) 

80 (97.6) 

50 (61.0) 

36 (43.9) 

67 (97.1) 

46 (66.7) 

36 (52.2) 

95 (94.1) 

56 (55.4) 

43 (42.6) 

ᴋᵥ TRAE 

3-4  

Ҥ  

61 (82.4) 

26 (35.1) 

12 (16.2) 

57 (69.5) 

19 (23.2) 

12 (14.6) 

58 (84.1) 

30 (43.5) 

17 (24.6) 

61 (60.4) 

18 (17.8) 

11 (10.9) 

Ả  TRAE 8 (10.8) 5 (6.1) 9 (13.0) 8 (7.9) 

ῃ
 TRAE 

18 (24.3) 20 (24.4) 18 (26.1) 10 (9.9) 

֙  TRAE 1 (1.4) 1 (1.2) 0 3 (3.0) 



4508̔  (T) ᴠ  (D) ԍ  (aHCC) 

ȁ  ï Kelley RK ֲ 

῏ ̂ ̃ 

 

Å  HCC Ҭ̆  300 mg ⱴ҉ ѿ ᴠ ₮ ҳ
̆ ΐ ῃ  

Kelley RK, et al.J Clin Oncol 2020;38(suppl);abstr 4508 

 

 300 + 

ᴠ   

(n=75) 

 75 +  

ᴠ   

(n=82)  

  

(n=69) 

ᴠ   

(n=101) 

mOŜ ̃(95% CI) 
18.73  

(10.78, 27.27) 

11.30  

(8.38, 14.95) 

15.11  

(11.33, 20.50) 

13.57  

(8.74, 17.64) 

̆% (95% CI)  

12 ҩ  

18 ҩ  

 

60.3 (47.9, 70.6) 

52.0 (38.9, 63.6) 

 

49.2 (37.9.59.6) 

34.7 (24.4, 45.2) 

 

60.2 (47.3, 70.9) 

45.7 (32.8, 57.7) 

 

51.2 (40.8, 60.8) 

35.3 (25.0, 45.8) 

Ҭᵝ DoT̂ ̃̂ ̃ 3.7 (0.8-27.1) 2.4 (0.6-31.4) 3.7 (0.9-31.2) 3.7 (0.7-34.3) 

ORR̆% (95% CI) 24.0 (14.9, 35.3) 9.5 (4.2, 17.9) 7.2 (2.4, 16.1) 10.6 (5.4, 18.1) 

Ҭᵝ DoR̂ ̃ NR 13.21 23.95 11.17 

mPFŜ ̃(95% CI) 2.17 (1.91, 5.42) 1.87 (1.77, 2.43) 2.69 (1.87, 5.29) 2.07 (1.84, 2.83) 



 

ȁ  



* ז  + ̕À  2 ╕ ⁞ ̂⁞  16 mğ
⁞  12 mgׅ̃̆  AE Goyal L, et al.J Clin Oncol 2020;38(suppl);abstr 108 

108̔FOENIX-CCA2̔Futibatinib ԍ  FGFR2 ῒז ῤ
 (iCCA) ѿ  II ȁ ȁ Ҭ  ï Goyal L ֲ 

 

Å ᴇ Futibatinib̂ѿ Ҍ  FGFR1-4 └╕̃ ԍ ῤ  (iCCA) 

ῃ  

Һ  

ÅORR (RECIST v1.1) 

 

 

ÅDCRȁDoRȁPFSȁ ῃ  

Futibatinib  

20 mg/  pŏ   

̂ҹ  21 ̃À 

PD/ 

 

῏ ῀ ‰ 

Å Ҍ ℗  iCCA 

ÅFGFR2 ῒז  

ÅÓ1 ῃ ₮  PD* 

Å ᶏ  FGFR └╕ 

ÅECOG PS 0ï1 

(n=103) 



108̔FOENIX-CCA2̔Futibatinib ԍ  FGFR2 ῒז ῤ
 (iCCA) ѿ  II ȁ ȁ Ҭ  ï Goyal L ֲ 

῏  

 

Goyal L, et al.J Clin Oncol 2020;38(suppl);abstr 108 

Å Ҭᵝ DoT̂ ̃̔6.9 ҩ  (0.5ï21.2) 

Å Ҭᵝ DoR̂ ̃̔8.3 ҩ  (6.2ïNR) 

Å Ҭᵝ TTR̂ ̃̔2.5 ҩ  (1.0-6.7) 

̆
%

 

100 

75 

50 

25 

0 

-25 

-50 

-75 

-100 

CR 

PR 

SD 

PD 

1 (1.5) 

24 (35.8) 

30 (44.8) 

11 (16.4) 

BOR (n=67)̆n (%) 

n (%) [95% CI] ̂n=67̃  

ORR 25 (37.3) [25.8, 50.0] 

DCR 55 (82.1) [70.8, 90.4] 

P
F

S
̆

%
 

̂ ̃ 

40 

60 

80 

100 

20 

0 

0 3 6 9 12 15 18 

mPFS 7.2 ҩ ̂95% CI ҹ 4.9ȁ15.2̃ 

 

Ҭᵝ  = 11.4 ҩ  

PFS ̆% (95% CI) 

3 ҩ  81.4 (69.6, 89.0) 

6 ҩ  61.0 (47.5, 72.0) 

9 ҩ  46.2 (32.5, 58.9) 

12 ҩ  39.4 (25.1, 53.4) 

 

PFS 



108̔FOENIX-CCA2̔Futibatinib ԍ  FGFR2 ῒז ῤ
 (iCCA) ѿ  II ȁ ȁ Ҭ  ï Goyal L ֲ 

῏ ̂ ̃ 

Goyal L, et al.J Clin Oncol 2020;38(suppl);abstr 108 

AĔn (%) 1  2  3   

TRAE 6 (9.0) 23 (34.3) 38 (56.7) 67 (100) 

Ҥ  TRAE 7 (10.4) 

ԍ TRAE  44 (65.7) 

Ҭ  37 (55.2) 

╕ ⁞  34 (50.7) 

Ả  1 (1.5) 

֙  TRAE 0 

 Ó25% Ҭ  TRAE 

 4 (6.0) 32 (47.8) 18 (26.9) 54 (80.6) 

 18 (26.9) 7 (10.4) 0 25 (37.3) 

 19 (28.4) 3 (4.5) 0 22 (32.8) 

 15 (22.4) 5 (7.5) 0 20 (29.9) 

 13 (19.4) 5 (7.5) 0 18 (26.9) 



108̔FOENIX-CCA2̔Futibatinib ԍ  FGFR2 ῒז ῤ
 (iCCA) ѿ  II ȁ ȁ Ҭ  ï Goyal L ֲ 

῏ ̂ ̃ 

 

Å  FGFR2 /  iCCA ̂ ₮ ̃Ҭ̆Futibatinib ₮
̆ ғ ̆ ₮ԅ№ № Ҭ ᵬ  

* ⱴ Goyal L, et al.J Clin Oncol 2020;38(suppl);abstr 108 

≢῏  AĔn (%) ᴋᵥ ≢ Ó3  

ԅ ≢῏  AE  64 (95.5) 20 (29.9) 

ԅ ≢῏  SAE  0 0 

* 59 (88.1) 19 (28.4) 

 28 (41.8) 1 (1.5) 

Ҧ  12 (17.9) 1 (1.5) 

 7 (10.4) 0 

Ҭ  6 (9.0) 0 

ῒז  34 (50.7) 1 (1.5) 

ῒז  33 (49.3) 0 



ȁ  



*mFOLFOX6  FOLFIRI ᶏ ⱴ҉ ᴠ  5 mg/kg ⱴ҉
 400 mg/m2̆2 ̆  250 mg/m2̆1 ̆q1w̕

À₮  PD ̆ ֜ ᶏ ≠ Ò35 ҩ  Andre T, et al.J Clin Oncol 2020;38(suppl);abstr LBA4 

LBA4̔ ≠ ԍ Ҍ / ḱ
̔III  KEYNOTE-177  ï Andre T ֲ 

 

Å ᴇ ≠ ‰ ѿ Ҭ ԍ MSI-H/dMMR mCRC 

ῃ  

῍ Һ  

ÅPFŜ  BICR  RECIST v1.1 

̃ȁOS 

 

῏ ῀ ‰ 

Å MSI-H/dMMR mCRC 

Å   

Å ECOG PS 0ï1 

(n=307) 

 

ÅORR̂  BICR  RECIST v1.1 ̃ȁDoRȁ
TTRȁ ῃ  

R 

1:1 

̔ ԍ mFOLFOX6 

ԍ FOLFIRI * q2w 

(n=154) 

≠  200 mg q3w 

(n=153) 

 35 ҩ
₮  

PD/   

PD/ À 

№  

Å ῃ  (Ò1 vs. 2) 



LBA4̔ ≠ ԍ Ҍ / ḱ
̔III  KEYNOTE-177  ï Andre T ֲ 

῏  

 

Ҭᵝ ̂ ̃̂ ̃̔32.4 (24.0-48.3) Andre T, et al.J Clin Oncol 2020;38(suppl);abstr LBA4 

PFŜ  BICR ̃ 

Ԋᴆ (%) HR (95% CI) p ṿ 

≠  54 0.60 

(0.45, 0.80) 
0.0002 

 73 

100 

P
F

S
̆

%
 

80 

60 

40 

20 

0 

̂ ̃ 

0 4 8 12 16 20 24 28 32 36 40 44 48 

153 96 77 72 64 60 55 37 20 7 5 0 0 ≠  

154 100 68 43 33 22 18 11 4 3 0 0 0  

ҳ ֲ  

mPFŜ ̃(95% CI) 

16.5 (5.4, 32.4) 

8.2 (6.1, 10.2) 

12 ҩ  PFS 

55% 

37% 

24 ҩ  PFS 

48% 

19% 

Å OS ̔DMC №  OS 



LBA4̔ ≠ ԍ Ҍ / ḱ
̔III  KEYNOTE-177  ï Andre T ֲ 

῏ ̂ ̃ 

 

Andre T, et al.J Clin Oncol 2020;38(suppl);abstr LBA4 

 
≠  

(n=153) 

 

(n=154) 

BOR̆n (%) 

CR 17 (11.1) 6 (3.9) 

PR 50 (32.7) 45 (29.2) 

SD 32 (20.9) 65 (42.2) 

PD 45 (29.4) 19 (12.3) 

NE 3 (2.0) 2 (1.3) 

ᵀ 6 (3.9) 17 (11.0) 

ORR̆n (%) 67 (43.8) 51 (33.1) 

% ᵀ ṿ (95% CI)̕p ṿ 10.7 (-0.2̆21.3)̕0.0275 

DCR̆n (%) 99 (64.7) 116 (75.3) 

Ҭᵝ TTR̂ ̃̂ ̃ 2.2 (1.8-18.8) 2.1 (1.7-24.9) 



LBA4̔ ≠ ԍ Ҍ / ḱ
̔III  KEYNOTE-177  ï Andre T ֲ 

῏ ̂ ̃ 

 

+  Andre T, et al.J Clin Oncol 2020;38(suppl);abstr LBA4 

DoR 

100 

̆
%

 

80 

60 

40 

20 

0 
0 4 8 12 16 20 24 28 32 36 40 44 48 

67 64 57 50 48 41 29 13 6 4 2 0 0 ≠  

51 48 35 19 13 11 9 5 2 1 0 0 0  

ҳ ֲ  ̂ ̃ 

mDoR̆ ̂ ̃ 24 ҩ  DoR̆%  

≠  NR̂2.3+  41.1+̃ 83 

 10.6̂2.8  37.5+̃ 35 



LBA4̔ ≠ ԍ Ҍ / ḱ
̔III  KEYNOTE-177  ï Andre T ֲ 

῏ ̂ ̃ 

 

Å  MSI-H/dMMR mCRC Ҭ̆ ̆ ≠ ₮ PFS ̆ғ
ӄ  

Andre T, et al.J Clin Oncol 2020;38(suppl);abstr LBA4 

 AĔ% 
≠  

(n=153) 

 

(n=143) 

ᴋᵥ AE 97 99 

TRAE 

Ó3  

Ả  

֙ 

80 

22 

10 

0 

99 

66 

6 

1 

ᾧ ׃  AE 

Ó3  

Ả  

֙ 

31 

9 

7 

0 

13 

2 

0 

0 



4000̔Trastuzumab Deruxtecan (T-DXd; DS-8201) ԍ HER2 

 (mCRC) ѿ  II ȁ Ҭ ȁ ̔DESTINY-CRC01  

ï Siena S ֲ 

 

Å ᴇ Trastuzumab Deruxtecan (T-DXd) ԍ HER2  mCRC ῃ  

Siena S, et al.J Clin Oncol 2020;38(suppl);abstr 4000 

Һ  

Å  ICR  ORR̂  Ã 

 

 

ÅDCRȁDoRȁPFSȁOSȁORR̂  B & C̃ȁ 

ῃ  

῏ ῀ ‰ 

ÅҌ ℗  mCRC 

ÅHER2 ̆RAS/BRAF WT 

Å Ó2 ₮  

PD 

(n=78) 

R 

 C̔HER2+ IHC1+ 

T-DXd 6.4 mg/  q3w 

(n=18) 

 A̔HER2+ IHC3+  IHC2+/ISH+ 

T-DXd 6.4 mg/  q3w 

(n=53) 

 B̔HER2+ IHC2+/ISHï 

T-DXd 6.4 mg/  q3w 

(n=7) 



Siena S, et al.J Clin Oncol 2020;38(suppl);abstr 4000 

4000̔Trastuzumab Deruxtecan (T-DXd; DS-8201) ԍ HER2 

 (mCRC) ѿ  II ȁ Ҭ ȁ ̔DESTINY-CRC01  

ï Siena S ֲ 

῏  

Å  ICR  B  C  

ÅOS ᾟ№ ⱬ 

HER2+̂  Ã 

(n=53) 

ORR̆% (95% CI) 45.3 (31.6, 59.6) 

BOR̆n (%) 

CR 1 (1.9) 

PR 23 (43.4) 

SD 20 (37.7) 

PD 5 (9.4) 

NE 4 (7.5) 

DCR̆% (95% CI) 83.0 (70.2, 91.9) 

Ҭᵝ DoR̂ ̃(95% CI) NR (4.2̆NE) 

Ҭᵝ PFŜ ̃(95% CI) 6.9 (4.1, NE) 



4000̔Trastuzumab Deruxtecan (T-DXd; DS-8201) ԍ HER2 

 (mCRC) ѿ  II ȁ Ҭ ȁ ̔DESTINY-CRC01  

ï Siena S ֲ 

῏ ̂ ̃ 

 

Å  HER2  mCRC Ҭ̆T-DXd 6.4 mg/  q3w ₮ΐ ҳ ̆
ῒ ῃ ’ҍץ ѿ  

Siena S, et al.J Clin Oncol 2020;38(suppl);abstr 4000 

AĔn (%) HER2+  A ̂n=53̃ ̂n=78̃ 

ᴋᵥ TEAE 

Ó3  

Ҥ  

Ả  

╕ ⁞  

╕ Ҭ  

֙ 

53 (100) 

32 (60.4) 

18 (34.0) 

5 (9.4) 

11 (20.8) 

20 (37.7) 

5 (9.4) 

78 (100) 

48 (61.5) 

26 (33.3) 

7 (9.0) 

15 (19.2) 

27 (34.6) 

7 (9.0) 

ᴋᵥ TRAE 

Ó3  

Ҥ  

Ả  

╕ ⁞  

╕ Ҭ  

֙ 

51 (96.2) 

27 (50.9) 

12 (22.6) 

2 (3.8) 

10 (18.9) 

15 (28.3) 

2 (3.8) 

73 (93.6) 

38 (48.7) 

14 (17.9) 

2 (2.6) 

14 (17.9) 

19 (24.4) 

2 (2.6) 



* ῃ ῀ (n=30)̔  45 mg bid +  300 mg/  + 

 400 mg/m2̂ ∆̃̆  250 mg/m2 qw Kopetz S, et al.J Clin Oncol 2020;38(suppl);abstr 4001 

4001̔ ⱴ҉ ̂ Ҍ ̃ ԍ BRAF V600E 

̔ ᴚ  FOLFIRI ѿ ȁ҈
ȁIII  (BEACON CRC) ï Kopetz S ֲ 

 

Å ᵀ BRAF V600E  mCRC  +  ±  

’ 

῍ Һ  

ÅOSȁORR (BICR) 

 

 

ÅOS  ORR̂ ԋ  vs. ̆ץ
ԋ  vs. ҈ ̃ȁPFSȁQoL ῃ  

῏ ῀ ‰ 

ÅBRAF V600E  mCRC 

Å  1  2 ₮  PD 

Å ᶏ  RAFȁMEK  EGFR └
╕   

Å ᶏ  

ÅECOG PS 0ï1 

(n=665) 

R 

1:1:1 P
D

 

№  

Å ECOG PS (0 vs. 1)̆ ᶏ ᴚ ȁ ̂ ‰ vs. 

‰̃  

̔FOLFIRI + 

̆ ᴚ  + 

 (n=221) 

҈ ̔  +  

 +  

(n=224) 

ԋ ̔  + 

 

(n=220) 

* 



Kopetz S, et al.J Clin Oncol 2020;38(suppl);abstr 4001 

4001̔ ⱴ҉ ̂ Ҍ ̃ ԍ BRAF V600E 

̔ ᴚ  FOLFIRI ѿ ȁ҈
ȁIII  (BEACON CRC) ï Kopetz S ֲ 

῏  

ÅmOŜ ̃(95% CI)̔҈  9.3 (8.2̆10.8)̕ԋ  9.3 (8.0̆11.3)̕  5.9 (5.1̆7.1) 

ï HR (95% CI)  vs.  0.95 (0.74, 1.21) 

֒  
 

ECOG PS 
 
 

ᶏ ᴚ  
 
 
 
 
 
 
 
 

≢ 
 
 
 
 
 

MSI  
 
 

 CEA 
 
 

 CRP 
 
 

ᶷ  
 
 

℗  

0 
1 
 

 
 

 
1 
Ó2 
 
<65 
Ó65 
 

 
 

 
Ò2 
Ó3 
 

̆  
 

 
>ULN 
ÒULN 
 
>ULN 
ÒULN 
 

ᶷ 
ᶷ 

 
ῃ℗  
№/ ℗  

Ԋᴆ/  
285/441 

HR (95% CI) 
0.61 (0.48, 0.77) 

122/225 
163/216 

 
143/216 
142/225 

 
182/291 
103/102 

 
177/286 
108/155 

 
135/208 
150/233 

 
137/240 
148/201 

 
18/31 

200/304 
 

233/331 
51/109 

 
145/169 
134/265 

 
95/151 
147/229 

 
150/245 
135/196 

0.49 (0.34, 0.71) 
0.70 (0.51, 0.95) 

 
0.51 (0.36, 0.71) 
0.71 (0.51, 0.99) 

 
0.60 (0.45, 0.81) 
0.61 (0.41, 0.90) 

 
0.56 (0.42, 0.76) 
0.65 (0.44, 0.95) 

 
0.57 (0.41, 0.80) 
0.64 (0.46, 0.88) 

 
0.48 (0.34, 0.68) 
0.76 (0.54, 1.05) 

 
0.74 (0.29, 1.89) 
0.48 (0.36, 0.64) 

 
0.66 (0.51, 0.86) 
0.61 (0.35, 1.07) 

 
0.77 (0.55, 1.07) 
0.53 (0.38, 0.75) 

 
0.57 (0.38, 0.85) 
0.65 (0.47, 0.90) 

 
0.54 (0.39, 0.75) 
0.69 (0.49, 0.97) 

 
 

0.1 0.2 0.5 1.0 2.0 

ENCO/CETUX   

134/227 
160/218 

 
145/219 
149/226 

 
180/291 
114/154 

 
190/290 
104/155 

 
141/199 
153/246 

 
146/236 
145/209 

 
22/34 

204/299 
 

254/357 
39/87 

 
152/185 
134/287 

 
95/147 
165/245 

 
168/255 
126/190 

0.62 (0.44, 0.87) 
0.56 (0.41, 0.77) 

 
0.54 (0.39, 0.75) 
0.65 (0.47, 0.90) 

 
0.57 (0.42, 0.77) 
0.62 (0.43, 0.89) 

 
0.61 (0.45, 0.81) 
0.56 (0.38, 0.82) 

 
0.64 (0.46, 0.89) 
0.55 (0.40, 0.76) 

 
0.64 (0.46, 0.89) 
0.53 (0.38, 0.73) 

 
0.70 (0.29, 1.57) 
0.52 (0.39, 0.69) 

 
0.60 (0.47, 0.77) 
0.47 (0.25, 0.89) 

 
0.58 (0.42, 0.80) 
0.56 (0.40, 0.79) 

 
0.56 (0.38, 0.85) 
0.67 (0.49, 0.91) 

 
0.62 (0.45, 0.83) 
0.39 (0.49, 0.80) 

 
 

Ԋᴆ/  
294/445 

HR (95% CI) 
0.60 (0.47, 0.75) 

0.1 0.2 0.5 1.0 2.0 

ENCO/BINI/CETUX   

ԋ  vs.  ҈  vs.  

OŜ ̃ 



4001̔ ⱴ҉ ̂ Ҍ ̃ ԍ BRAF V600E 

̔ ᴚ  FOLFIRI ѿ ȁ҈
ȁIII  (BEACON CRC) ï Kopetz S ֲ 

῏ ̂ ̃ 

 

Å  BRAF V600E  mCRC Ҭ̆ ԍ ‰ ̆  + 

 OS  PFS̆ ғ ҍ҈ ᵌȂ 

Å҈ ԋ ΐ ̆ҍ ҩᵣ ῃ ’ ѿ  

* ᴋᵥ Ó5% Ҭ Kopetz S, et al.J Clin Oncol 2020;38(suppl);abstr 4001 

Ó5% Ó3 

 AE*̆% 

҈  

(n=222) 

ԋ   

(n=216) 

  

(n=193) 

 11 3 10 

 6 3 5 

 5 <1 2 

 5 1 3 

 5 5 3 

 4 1 5 

ӎⱬ 4 4 5 

ӎ 2 4 5 

PFS 

(BICR) 

҈  

(n=224) 

ԋ  

(n=220) 

 

(n=221) 

Ԋᴆ̆ 

n (%) 

157  

(70.1) 

167 

(75.9) 

147 

(66.5) 

Ҭᵝ
̂ ̃
(95% CI) 

4.5  

(4.2, 5.5) 

4.3  

(4.1, 5.5) 

1.5  

(1.5, 1.9) 

HR̂
̃

(95% CI) 

0.42 

(0.33, 

0.53) 

0.44 

(0.35, 

0.55) 



4002̔FOLFOX ⱴ  5FU ⱴ ѿ ԍ RAS-BRAF 

̔PANDA  ï Lonardi S ֲ 

 

Å ᴇ  + FOLFOX  5FU/֒ ᵬҹѿ ԍ RAS-BRAF WT mCRC 

ῃ  

* ≠  85 mg/m2 + 5FU 2400 mg/m2 + ֒  200 mg/m2  Lonardi S, et al.J Clin Oncol 2020;38(suppl);abstr 4002 

Һ  

ÅPFS 

 

 

ÅORRȁOSȁ ῃ ȁ №  

R 

1:1 

PD 

 6 mg/kg + FOLFOX* 

̂q2w̆  12 ҩ ̃̆ 

 (n=92) 

῏ ῀ ‰ 

ÅҌ ℗  mCRC 

ÅRAS-BRAF WT 

Å  

Å Ó70  

ÅECOG PS 1ï2̂  

70ï75 ̃̕0ï1̂  

>75 ̃ 

(n=185) 
PD 

 6 mg/kg + 5FU + ֒  

̂q2w̆  12 ҩ ̃̆ 

 (n=93) 

№  

Å ̂Ò75 vs. >75 ̃ 

ÅECOG PS (0ï1 vs. 2) 

Åᶏ  G8 № ’ ᵀ (Ò14 vs. >14) 



4002̔FOLFOX ⱴ  5FU ⱴ ѿ ԍ RAS-BRAF 

̔PANDA  ï Lonardi S ֲ 

῏  

 

Lonardi S, et al.J Clin Oncol 2020;38(suppl);abstr 4002 

PFS  

Å FOLFOX-pani: ORR 65%̂95% CI ҹ 54, 74̃̕DCR 88%̂95% CI ҹ 79, 94̃ 

Å 5FU/LV-pani̔ORR 57%̂95% CI ҹ 46, 67̃̕DCR 86%̂95% CI ҹ 77, 92̃ 

100 

̂ ̃ 

P
F

S
̆

%
 

80 

60 

40 

20 

0 
0 6 12 18 24 30 36 42 

ҳ ֲ  

91 68 29 11 2 0 0 0 FOLFOX-Pani 

92 64 25 10 2 1 1 0 5FU/LV-pani 

FOLFOX-pani 

(n=91) 

5FU/LV-pani 

(n=92) 

Ԋᴆ̆n (%) 72 (79.1) 78 (84.8) 

mPFŜ ̃(95% CI) 9.6 (8.8, 10.9) 9.1 (7.7, 9.9) 

p ṿ <0.001 <0.001 

Ҭᵝ ̔20.5 ҩ  



4002̔FOLFOX ⱴ  5FU ⱴ ѿ ԍ RAS-BRAF 

̔PANDA  ï Lonardi S ֲ 

῏ ̂ ̃ 

 

Å  RAS/BRAF WT mCRC Ҭ̆FOLFOX +  5FU/LV + ₮
ᵌ ҳ  

Å ῃ Ḥ ̆ ғ  5FU/LV + Ҭ AE ᵞ 

 

Lonardi S, et al.J Clin Oncol 2020;38(suppl);abstr 4002 

3ï4  AĔ% 
FOLFOX-Pani 

(n=92) 

5FU/LV-pani 

(n=91) 

 25.0 24.2 

 16.3 1.1 

 9.8 4.4 

Ҭ ⁞  9.8 1.1 

ӎ 6.5 4.4 

ᵞ  3.3 7.7 

 3.3 - 



4003̔ ⱴ 5- ȁ֒ ȁ ≠  (FOLFOX) ‰ ꜛ
ԍ III ̔  CALGB/SWOG 80702  ï Meyerhardt JA ֲ 

 

Å ᴇ ̂ѿ  COX-2 └╕̃+ FOLFOX ԍ III ῃ  

* ᶏ  NSAID Ó2 /  Ó325 mğ3 / ̆
↕ῒҌ ̕ᾛ ᶏ ᵞ╕  Ò100 mg/ Meyerhardt JA, et al.J Clin Oncol 2020;38(suppl);abstr 4003 

Һ  

ÅDFS 

 

 

ÅOSȁ ῃ  

῏ ῀ ‰ 

Å ℗  III  

ÅÓ1 ҩ  N1c  

Å ᶏ  NSAID ╕
*  

(n=2526) 

R 

╕ + 3ҩ  FOLFOX 

(n=646) 

 400 mg/  + 3 ҩ  FOLFOX 

(n=618) 

 400 mg/  + 6 ҩ  FOLFOX 

(n=647) 

╕ + 6ҩ  FOLFOX 

(n=615) 

№  

Å  (1ï3 vs. Ó4)̕ ᶏ ᵞ╕  



4003̔ ⱴ 5- ȁ֒ ȁ ≠  (FOLFOX) ‰ ꜛ
ԍ III ̔  CALGB/SWOG 80702  ï Meyerhardt JA ֲ 

῏  

 

* №  Meyerhardt JA, et al.J Clin Oncol 2020;38(suppl);abstr 4003 

DFS 

Ԋᴆ/  3  DFS (95% CI) HR (95% CI) 

* 326/1265 76.3 (73.8, 78.8) 
0.90 (0.77, 1.04); 

p=0.1587 
╕* 352/1261 73.4 (70.8, 76.0) 

№ ץ  

80 

60 

40 

20 

0 

0 1 2 3 4 5 6 

1265 1049 894 768 633 384 109 

1261 1041 846 738 608 370 102 

100 

 

╕ 

№ ץ  

Ԋ
ᴆ
̆

%
 

80 

60 

40 

20 

0 

0 1 2 3 4 5 6 

615 506 411 360 290 178 46 

647 534 450 355 320 188 54 

100 

№  p ṿ̔0.2818 

646 535 435 378 318 192 56 

618 515 444 383 313 196 55 

Ԋ
ᴆ
̆

%
 

3  DFS (95% CI) HR (95% CI) 

̂6 ҩ ̃ 77.0 (73.6, 80.6) 0.94 (0.75, 1.16) 

̂3 ҩ ̃ 75.5 (72.0, 79.1) 0.99 (0.80, 1.23) 

╕̂6 ҩ ̃ 75.0 (71.4, 78.7) ṿ 

╕̂3 ҩ ̃ 71.9 (68.3, 75.7) 1.14 (0.92, 1.41) 

ҳ ֲ  



4003̔ ⱴ 5- ȁ֒ ȁ ≠  (FOLFOX) ‰ ꜛ
ԍ III ̔  CALGB/SWOG 80702  ï Meyerhardt JA ֲ 

Meyerhardt JA, et al.J Clin Oncol 2020;38(suppl);abstr 4003 

OS 

Ԋᴆ/  5  OS (95% CI) HR (95% CI) 

 198/1265 84.0 (81.9, 86.2) 0.89 (0.73, 1.07); 

p=0.2204 ╕ 219/1261 81.8 (79.6, 84.1) 

№ ץ  

Ԋ
ᴆ
̆

%
 

80 

60 

40 

20 

0 

0 1 2 3 4 5 6 

1265 1153 1080 1009 929 697 414 

1261 1147 1068 989 911 669 393 

100 

 

╕ 

№ ץ  

Ԋ
ᴆ
̆

%
 

80 

60 

40 

20 

0 

100 

№  p ṿ̔0.4038 

0 1 2 3 4 5 6 

615 552 515 473 436 316 190 

647 581 537 503 465 348 201 

646 595 553 516 475 353 203 

618 572 543 506 464 349 213 

5  OS (95% CI) HR (95% CI) 

̂6 ҩ ̃ 84.3 (81.3, 87.4) 0.83 (0.64, 1.09) 

̂3 ҩ ̃ 83.7 (80.7, 86.9) 0.81 (0.62, 1.06) 

╕̂6 ҩ ̃ 80.8 (77.5, 84.2) ṿ 

╕̂3 ҩ ̃ 82.8 (79.7, 86.0) 0.86 (0.66, 1.12) 

Å῏ ̂ ̃ 

ҳ ֲ  



4003̔ ⱴ 5- ȁ֒ ȁ ≠  (FOLFOX) ‰ ꜛ
ԍ III ̔  CALGB/SWOG 80702  ï Meyerhardt JA ֲ 

῏ ̂ ̃ 

 

Å  III Ҭ̆  FOLFOX ꜛ Ҭ ⱴ Ҍ ’
̂DFS  OS̃ 

Meyerhardt JA, et al.J Clin Oncol 2020;38(suppl);abstr 4003 

 AĔ% 
ᶏ  FOLFOX  ᶏ  FOLFOX  

 ╕ ɢ2 p ṿ  ╕ ɢ2 p ṿ 

ⱴ̂ ≢Ó2̃  1.8 1.5 0.51 1.7 0.5 0.01 

̂ᴋᵥ ≢̃ 0.4 0.5 0.52 0.3 0.6 0.32 

̂3-4 ̃ 6.5 6.7 0.82 0.3 0.3 0.99 

̂ᴋᵥ ≢̃ 4.2 4.5 0.66 3.0 2.0 0.13 

̂ᴋᵥ ≢̃ 14.6 10.9 0.01 13.0 10.0 0.04 

̂ᴋᵥ ≢̃ 0.9 0.9 0.98 0.9 0.3 0.08 

̂3-4 ̃ 10.3 9.1 0.33 4.9 4.1 0.40 



4004̔ҹ ҈ҩ Έҩ ≠ ꜛ (adj) ԍ III 
 (CC)  (OS)  (DFS)̔ ꜛ
ᵀ (IDEA) ᵬ  ï Sobrero AF ֲ 

 

Å ᴇ 3 ҩ  6 ҩ ≠ ꜛ ԍ III ̂ ⱷ ̃
̂Έ  III № *̃ 

*SCOTȁTOSCAȁAlliance/SWOG 80702ȁIDEA Franceȁ
ACHIEVEȁHORG Sobrero AF, et al.J Clin Oncol 2020;38(suppl);abstr 4004 

῏ ῀ ‰ 

Å III  

(n=12,834) 

R 

3 ҩ   

FOLFOX  CAPOX 

̂ ̃  

(n=6424) 

6 ҩ   

FOLFOX  CAPOX 

̂ ̃ 

(n=6410) 

Һ  

ÅDFS 

 

ÅOSȁ  T/N 

⅞֒ №  



4004̔ҹ ҈ҩ Έҩ ≠ ꜛ (adj) ԍ III 
 (CC)  (OS)  (DFS)̔ ꜛ
ᵀ (IDEA) ᵬ  ï Sobrero AF ֲ 

῏  

 

*FDR №  NIF Sobrero AF, et al.J Clin Oncol 2020;38(suppl);abstr 4004 

OS 

O
S
̆

%
 

100 

№ ץ  

80 

60 

40 

20 

0 

0 1 2 3 4 5 6 

6425 6177 5870 5413 4863 4023 2676 

6410 6120 5790 5302 4729 3966 2686 

3 ҩ  

 (n=6425) 

6 ҩ  

 (n=6410) 

Ԋᴆ̆n (%) 1314 (20.5) 1270 (19.8) 

5  OS̆% (95% CI) 82.4 (81.4, 83.3) 82.8 (81.8, 83.8) 

æOS, % (95%CI) -0.4 (-2.4, 1.5) 

HR (95% CI) 1.02 (0.95, 1.11) 

p ṿ* 0.0583 

ҳ ֲ  



4004̔ҹ ҈ҩ Έҩ ≠ ꜛ (adj) ԍ III 
 (CC)  (OS)  (DFS)̔ ꜛ
ᵀ (IDEA) ᵬ  ï Sobrero AF ֲ 

῏ ̂ ̃ 

 

*3 ҩ  vs. 6 ҩ  Sobrero AF, et al.J Clin Oncol 2020;38(suppl);abstr 4004 

OŜ ֒ ̃ 

5  OS, % (95% CI) 

HR* (95% CI) 
3 ҩ  

(n=249) 

6 ҩ  

(n=250) 

 
CAPOX 

FOLFOX 

82.1 (80.5, 83.6) 

82.6 (81.3, 83.8) 

81.2 (79.7, 82.9) 

83.8 (82.6, 85.0) 

0.96 (0.85, 1.08) 

1.07 (0.97, 1.18) 

 
ᵞ  (T1-3, N1) 

 (T4, N2) 

89.6 (88.6, 90.7) 

72.0 (70.3, 73.8) 

88.9 (87.8, 90.0) 

74.1 (72.4, 75.9) 

0.95 (0.84,1.08) 

1.08 (0.98, 1.19) 

/  

CAPOX̆ᵞ  

CAPOX̆  

FOLFOX̆ᵞ  

FOLFOX̆  

90.4 (88.9, 92.0) 

71.4 (68.7, 74.2) 

89.1 (87.8, 90.5) 

72.5 (70.2, 74.9) 

88.1 (86.3, 89.8) 

72.4 (69.7, 75.2) 

89.4 (88.1, 90.7) 

75.3 (73.1, 77.6) 

0.85 (0.69, 1.04) 

1.03 (0.89, 1.20) 

1.02 (0.87, 1.19) 

1.12 (0.98, 1.27) 



4004̔ҹ ҈ҩ Έҩ ≠ ꜛ (adj) ԍ III 
 (CC)  (OS)  (DFS)̔ ꜛ
ᵀ (IDEA) ᵬ  ï Sobrero AF ֲ 

῏ ̂ ̃ 

Sobrero AF, et al.J Clin Oncol 2020;38(suppl);abstr 4004 

DFŜ ̃ 

CAPOX 

100 

№ ץ  

80 

60 

40 

20 

0 

0 1 2 3 4 5 6 

2549 2231 1964 1519 1222 944 619 

2515 2232 1897 1475 1203 958 663 

D
F

S
, 
%

 

Ԋᴆ/   DFS, % (95% CI) 

3 ҩ  748/2549 3  

4  

5  

76.2 (74.5, 77.9) 

72.4 (70.5, 74.2) 

70.0 (68.1, 71.9) 

6 ҩ  760/2515 3  

4  

5  

74.7 (73.0, 76.5) 

71.6 (69.8, 73.5) 

69.3 (67.4, 71.3) 

HR 0.98̂95% CI ҹ 0.88, 1.08̃ 

5 ȹDFS = +0.7% 

FOLFOX 

100 

№ ץ  

80 

60 

40 

20 

0 

0 1 2 3 4 5 6 

3876 3329 2878 2451 2055 1579 997 

3895 3416 2941 2494 2108 1584 1021 

Ԋᴆ/   DFS, % (95% CI) 

3 ҩ  1210/3876 3  

4  

5  

74.3 (72.9, 75.5) 

70.9 (69.4, 72.4) 

68.4 (66.9, 70.0) 

6 ҩ  1063/3895 3  

4  

5  

76.7 (75.3, 78.1) 

74.2 (72.8, 75.7) 

71.7 (70.3, 73.3) 

HR 1.16̂95% CI ҹ 1.07̆1.26̃ 

5 ȹDFS = -3.3% 

ҳ  

ֲ  



4004̔ҹ ҈ҩ Έҩ ≠ ꜛ (adj) ԍ III 
 (CC)  (OS)  (DFS)̔ ꜛ
ᵀ (IDEA) ᵬ  ï Sobrero AF ֲ 

῏ ̂ ̃ 

 

Å  III Ҭ̆3 ҩ ≠ ꜛ ҍ 6 ҩ ̆ ’ ᵌғ
 

Å  DFS  OS ԅᾢ╠ ⌠  

* ל  p ṿ Sobrero AF, et al.J Clin Oncol 2020;38(suppl);abstr 4004 

AĔ% 
FOLFOX CAPOX 

3 ҩ  6 ҩ  3 ҩ  6 ҩ  

ᴋᵥ AE 

Ò1  

2  

3-4  

 

30 

32 

38 

 

11 

32 

57 

 

35 

41 

24 

 

15 

48 

37 

p ṿ* <0.0001 <0.0001 

 

Ò1  

2  

3-4  

 

83 

14 

3 

 

52 

32 

16 

 

85 

12 

3 

 

55 

36 

9 

p ṿ* <0.0001 <0.0001 



4005̔  II/III ℗ ԇ mFOLFOX6 ℗
ԍ ̔JCOG0603  ï Kanemitsu Y ֲ 

 

Å ᴇ mFOLFOX6 ꜛ ℗ ԍֽ  CRC ῃ  

* ≠  85 mg/m2 + ֒  200 mg/m2 + 5FU 400 mg/m2 

̆  2400 mg/m2̆48  Kanemitsu Y, et al.J Clin Oncol 2020;38(suppl);abstr 4005 

῏ ῀ ‰ 

Å Ҍ  CRC̕  R0 ℗   

Å ≠ ȁ
/‛‟  

ÅECOG PS 0ï1 

(n=300) 

R 

1:1 

̆  mFOLFOX6* 

̂12 ҩ ̃ 

(n=151) 

 

(n=149) 

Һ  

ÅDFS 

 

ÅOSȁ ᵝȁ ῃ  

№  

Å ȁ / ȁ  (1ï3 

vs. Ó4)ȁ  (Ò3 vs. Ó4)ȁ
 (<5 vs. Ó5 cm)ȁ

 (1 vs. 2)  

℗   

56ï84  



4005̔  II/III ℗ ԇ mFOLFOX6 ℗
ԍ ̔JCOG0603  ï Kanemitsu Y ֲ 

῏  

DFS Ҭᵝ ҹ 59.2 ҩ  Kanemitsu Y, et al.J Clin Oncol 2020;38(suppl);abstr 4005 

DFŜITTï ̃ 

mFOLFOX6 

 (n=151) 

 

 (n=149) 

Ԋᴆ̆n (%) 77 (51.0) 88 (59.1) 

mDFŜ ̃(95% CI) 4.3 (2.1, 8.9) 1.7 (1.0, 3.2) 

1  DFS, % (95% CI) 80.8 (73.6, 86.2) 58.9 (50.6, 66.3) 

3  DFS, % (95% CI) 52.7 (44.0, 60.7) 42.6 (34.3, 50.6) 

5  DFS, % (95% CI) 49.8 (41.0, 58.0) 38.7 (30.4, 46.8) 

100 

80 

60 

40 

20 

0 

3 0 1 2 4 5 6 7 8 9 10 11 12 13 

49(6) 149(0) 86(2) 61(9) 39(7) 30(8) 28(2) 21(7) 16(4) 12(4) 10(2) 7(3) 1(6) 0(1)  

59(8) 151(0) 121(1) 75(16) 51(6) 42(8) 33(7) 29(4) 19(8) 10(7) 7(3) 3(3) 1(2) 0(1) mFOLFOX6 

HR 0.67̂95% CI ҹ 0.50, 0.92̃ 

ᶷ p=0.006  

№  
ҳ ֲ   

̂− ֲ ̃ 

D
F

S
, 
%

 



4005̔  II/III ℗ ԇ mFOLFOX6 ℗
ԍ ̔JCOG0603  ï Kanemitsu Y ֲ 

῏ ̂ ̃ 

 

* ⌠ mFOLFOX6 ꜛ  OS ᵞԍ
 OS ̆DMC ╠ ̆ Kanemitsu Y, et al.J Clin Oncol 2020;38(suppl);abstr 4005 

OŜITTï ̃ 

mFOLFOX6 

 (n=151) 

 

(n=149) 

Ԋᴆ̆n (%) 38 32 

3  OS, % (95% CI) 87.2 (80.2, 91.9) 91.8 (85.7, 95.4) 

5  OS, % (95% CI) 71.2 (61.7, 78.8) 83.1 (74.9, 88.9) 

ᶛ
 

№  

1.0 

0.8 

0.6 

0.4 

0.2 

0 

3 0 1 2 4 5 6 7 8 9 10 11 12 13 

108(11) 149(0) 144(3) 124(16) 86(15) 71(13) 59(7) 50(9) 33(11) 23(10) 19(4) 13(6) 3(9) 0(3)  

102(13) 151(0) 148(1) 121(18) 84(13) 61(12) 55(5) 45(7) 35(10) 24(11) 18(6) 12(5) 2(10) 0(2) mFOLFOX6 

HR 1.25̂95% CI ҹ 0.78̆2.00̃ 

ҳ ֲ  

̂− ֲ ̃ 



4005̔  II/III ℗ ԇ mFOLFOX6 ℗
ԍ ̔JCOG0603  ï Kanemitsu Y ֲ 

῏ ̂ ̃ 

 

Kanemitsu Y, et al.J Clin Oncol 2020;38(suppl);abstr 4005 

’ 
mFOLFOX6 

(n=151) 

Ҭᵝ ̂ ̃ 10 (0-12) 

3ï4  AĔn (%) 

Ҭ ⁞  70 (50) 

 14 (10) 

 6 (4) 

 3 (2) 

 3 (2) 

 2 (1) 

 1 (1) 

 1 (1) 

Ҭ ⁞  1 (1) 

 1 (1) 

 2ï4  AĔn (%) 
mFOLFOX6  

(n=151) 

 

(n=149) 

Ḃ  3 (2) 1 (1) 

 2 (1) 2 (1) 

 2 (1) 1 (1) 

 1 (1) 1 (1) 

 1 (1) 0 

֙ 1 (1) 0 



4005̔  II/III ℗ ԇ mFOLFOX6 ℗
ԍ ̔JCOG0603  ï Kanemitsu Y ֲ 

῏ ̂ ̃ 

 

Å  CRC Ҭ̆ ℗ ԇ mFOLFOX6 ԅ DFS̆ᵖ
ԅ OS̆ ╠  

Å  CRC ℗ ̆mFOLFOX6 ꜛ ԅ  

Kanemitsu Y, et al.J Clin Oncol 2020;38(suppl);abstr 4005 

℗ ̆n (%) 
mFOLFOX6 

(n=68) 

 

 (n=83) 

ֽ  23 (34) 36 (43) 

ֽ  18 (26) 16 (19) 

 2 (3) 7 (8) 

 25 (37)  24 (29)  



4006̔  TME ӊ╠ ԍ ̔  RAPIDO 

 ï Hospers G ֲ 

 

Å ᴇ ̂ ῃ ℗  (TME) ӊ╠̃ ԍ
ῃ  

* ӈҹ ȁ ȁ ҍ
῏ ֙ Hospers G, et al.J Clin Oncol 2020;38(suppl);abstr 4006 

῏ ῀ ‰ 

Å ̆  

ÅcT4a/bȁ ᷅ ȁcN2ȁ
 

(n=920) 

R 

1:1 

 (5x5 Gy)̆  CAPOX 

̂6 ҩ ̃  FOLFOX̂9 ҩ ̃̆
 TME 

(n=460) 

ז  (25ï28 x 2.0ï1.8 Gy)̆ 

 TMĔ ԇ CAPOX 

̂8 ҩ ̃  FOLFOX4̂12 ҩ ̃ 

(n=441) 

Һ  

Å ῏  (DrTF)* 

 

ÅOSȁpCRȁR0 ȁ ῃ ȁ3  

QoL 



4006̔  TME ӊ╠ ԍ ̔  RAPIDO 

 ï Hospers G ֲ 

῏  

 

Hospers G, et al.J Clin Oncol 2020;38(suppl);abstr 4006 

DrTF 

1.0 

№ ץ  

 

0.8 

0.6 

0.4 

0.2 

0 
0 1 2 3 4 5 

ҳ ֲ  

450 385 334 300 152 127 ‰ 

462 410 367 338 168 135  

HR 0.75̂95% CI ҹ 0.60̆0.96̃ 

p=0.019 

‰ 

30.4% 

23.7% 
 



4006̔  TME ӊ╠ ԍ ̔  RAPIDO 

 ï Hospers G ֲ 

῏ ̂ ̃ 

 

Hospers G, et al.J Clin Oncol 2020;38(suppl);abstr 4006 

  

1.0 

№ ץ  

 

0.8 

0.6 

0.4 

0.2 

0 

0 1 2 3 4 5 

ҳ ֲ  

450 390 343 311 156 130 ‰ 

462 414 372 348 178 144  

HR 0.69̂95% CI ҹ 0.54̆0.90̃ 

p=0.005 

‰ 

26.8% 

20.0% 
 

1.0 

№ ץ  

 

0.8 

0.6 

0.4 

0.2 

0 

0 1 2 3 4 5 

ҳ ֲ  

450 428 405 379 200 162 

462 434 410 382 192 149 

HR 1.45̂95% CI ҹ 0.93̆2.26̃ 

p=0.09 

‰ 6.0% 

8.7%  



4006̔  TME ӊ╠ ԍ ̔  RAPIDO 

 ï Hospers G ֲ 

῏ ̂ ̃ 

Hospers G, et al.J Clin Oncol 2020;38(suppl);abstr 4006 

℗ ’̆
n (%) 

 

(n=423) 

‰ 

(n=398) 
p ṿ 

ᵩ  

R0 >1 mm 

R1 Ò1 mm 

R2 

 

383 (90.5) 

37 (8.7) 

3 (0.7) 

 

360 (90.5) 

37 (9.3) 

1 (0.3) 

0.62 

pCR 120 (28.4) 57 (14.3) <0.001 

’ 
 

(n=462) 

‰ 

(n=450) 

3  OS (%) 89.1 88.8 

HR (95% CI)̕p ṿ 0.92 (0.67̆1.25)̕0.59 



4006̔  TME ӊ╠ ԍ ̔  RAPIDO 

 ï Hospers G ֲ 

῏ ̂ ̃ 

 

Å Ҭ̆  TME ӊ╠ ᵞ DrTF̆  pCR ̆
’  

* ᴋᵥ Ҭ 

Ó2%  Ó 3  AE*̆% 
 - ╠ 

(n=460) 

‰ - ╠ 

(n=441) 

‰ -  

(n=187) 

 17.6 9.3 7.0 

 4.3 0.2 8.6 

 8.5 4.1 0.5 

Ꞌ/  3.0 1.4 5.3 

/   4.1 1.1 2.7 

᷅  3.9 1.6 3.2 

/Ḃ  3.3 1.1 1.1 

  3.3 0.9 1.6 

ȁ ₮  1.7 3.2 0.5 

 1.7 1.1 2.1 

 1.5 2.3 0 

 1.1 0.9 2.1 

Hospers G, et al.J Clin Oncol 2020;38(suppl);abstr 4006 



* ≠  85 mg/m2 + ֒  400 mg/m2 + ᴚ  180 mg/m2 + 

5FU 2.4 g/m2̆46 ̆q2w̕ÀmFOLFOX6̆6 ҩ ̕ ז
̆4 ҩ ̕ÿmFOLFOX6̆12 ҩ ̕ ז ̆8 ҩ  Conroy T, et al.J Clin Oncol 2020;38(suppl);abstr 4007 

4007̔ᶏ  mFOLFIRINOX ꜛ ╠ ԍ
̔PRODIGE 23 III ̂UNICANCER GI ̃   

ï Conroy T ֲ 

 

Å ᴇ mFOLFIRINOX ꜛ ╠ ԍ ῃ  

῏ ῀ ‰ 

ÅcT3  cT4ȁM0 

 <15 cm 

ÅWHO PS 0ï1 

(n=461) 

R 

1:1 

mFOLFIRINOX*̂6 ҩ ̃̆ ╠  

̂50.4 Gy̆2 Gy/ ז +  25̕ ̃̆ 

̆ ꜛ À̂ 3 ҩ ̃(n=231) 

╠ ̂50.4 Gy̆2 Gy/ ̕25  +  

ז ̃̆ ̆ ꜛ ÿ̂ 6 ҩ ) 

(n=230) 

Һ  

Å3  DFS 

 

ÅpCR (ypT0N0) ȁOSȁMFSȁ ῃ ȁ
QoL 

№  

ÅҬ ȁT ȁN ȁ ᵝ ȁ 

 

 



4007̔ᶏ  mFOLFIRINOX ꜛ ╠ ԍ
̔PRODIGE 23 III ̂UNICANCER GI ̃   

ï Conroy T ֲ 

῏  

 
DFS MFS 

100 

̂ ̃ 

80 

60 

40 

20 

0 

0 6 12 30 36 54 60 

D
F

S
, 
%

 

18 24 42 48 

231 217 210 194 176 150 51 126 104 80 62 

230 201 188 177 167 146 40 117 91 65 55 

ҳ ֲ  

100 

̂ ̃ 

80 

60 

40 

20 

0 

0 6 12 30 36 54 60 
M

F
S
̆

%
 

18 24 42 48 

231 218 212 200 184 156 52 131 109 86 65 

230 202 191 178 170 153 43 123 96 70 60 

mFOLIFIRNOX 

(n=231) 

CRT 

(n=230) 

3  DFS̆% (95% CI) 75.7 (69.4, 80.8) 68.5 (61.9, 74.2) 

HR (95% CI) 0.69 (0.49, 0.97) 

p ṿ 0.034 

mFOLIFIRNOX 

(n=231) 

CRT 

(n=230) 

3  MFS̆% (95% CI) 78.8 (72.7, 83.7) 71.7 (65.3, 77.2) 

HR (95% CI) 0.64 (0.44, 0.93) 

p ṿ 0.017 

Conroy T, et al.J Clin Oncol 2020;38(suppl);abstr 4007 



4007̔ᶏ  mFOLFIRINOX ꜛ ╠ ԍ
̔PRODIGE 23 III ̂UNICANCER GI ̃   

ï Conroy T ֲ 

῏ ̂ ̃ 

*ѿ  Dworak  Conroy T, et al.J Clin Oncol 2020;38(suppl);abstr 4007 

47,6 

28,3 

82,6 

27,8 
31,8 

12,6 

67,4 

12,1 

0 

20 

40 

60 

80 

100 

CR Tumor 
regression* 

ypT0 ypN0 ypT0N0 

̆
%

  

mFOLFIRINOX (n=213) 

CRT (n=218) 

 

p<0.001 p<0.001 

p<0.001 

p=0.003 

mFOLFIRINOX (n=213 

CRT (n=218) 

CR 

* 
ypT0 ypN0 ypT0N0 



4007̔ᶏ  mFOLFIRINOX ꜛ ╠ ԍ
̔PRODIGE 23 III ̂UNICANCER GI ̃   

ï Conroy T ֲ 

῏ ̂ ̃ 

ÅmFOLFIRINOX  CRT ᵣẫ ’  (p<0.001) 

ï ל ≠ԍ mFOLFIRINO p=0.076  

Conroy T, et al.J Clin Oncol 2020;38(suppl);abstr 4007 

ᵣẫ ’/QoL 

100 

̂ ̃ 

80 

60 

40 

20 

0 

0 12 48 

H
R

Q
o

L
 
№

 

24 36 60 

mFOLFIRINOX 

CRT 



4007̔ᶏ  mFOLFIRINOX ꜛ ╠ ԍ
̔PRODIGE 23 III ̂UNICANCER GI ̃   

ï Conroy T ֲ 

῏ ̂ ̃ 

 

Å  II/III Ҭ̆mFOLFIRINOX ꜛ ̆ ῃ ̆ ғ
ԅ pCRȁ3  DFS  3  MFS 

Conroy T, et al.J Clin Oncol 2020;38(suppl);abstr 4007 

ῃ  
mFOLFIRINOX 

(n=226) 

 6 ҩ ̆% 91.6 

Ó5%  3-4  AĔ%  

Ҭ ⁞  

G-CSF ᶏ  

 

ӎ 

 

 

16.9 

27.0 

11.1 

7.1 

6.2 



4009̔  DNA ȁ ꜛ ̆ ≢ I-III  

CRC Ҭ  ï Tarazona N ֲ 

 

Å ᴇ ctDNA ҍ ꜛ ӊ  CRC Ҭ  

 

Å ԅ I-III  CRC ℗  (n=193)  (n=1052) 

Åᶏ ῃ ≢ ҩᵣ  DNA Ҭ ᵣ  

Å Ҭ  ctDNĂᶏ  16 ᵣ  PCR 

̂SignateraTM ctDNA [ └  mPCR NGS] ̃ 

Åᶏ  Cox ᴇ ctDAN ҳ ӊ ῏ ̆ ԍ ꜛ  RFS 

Tarazona N, et al.J Clin Oncol 2020;38(suppl);abstr 4009 



4009̔  DNA ȁ ꜛ ̆ ≢ I-III  

CRC Ҭ  ï Tarazona N ֲ 

῏  

Å ҩ ̂ ȁ ꜛ ̃  ctDNA ҍ DFS 

῏  

Tarazona N, et al.J Clin Oncol 2020;38(suppl);abstr 4009 

’  

̂ ѿ ̃ 

̂ ̃ 

 

1.0 

0.8 

0.6 

0.4 

0.2 

0 
0 

 

10 20 30 40 

ҳ ֲ  

138 132 45 18 1 ctDNA-  

14 10 1 1 0 ctDNA+ 

ctDNA-  ctDNA+ 

HR 14  

̂95% CI ҹ 6.1, 30.0̃̕  

p<0.001 

p<0.0001 

 

’ 

̂ ̃ 

 
1.0 

0.8 

0.6 

0.4 

0.2 

0 
0 

 

10 20 30 40 

120 116 59 27 2 

19 14 2 2 0 

ctDNA-  ctDNA+ 

HR 47.5 

̂95% CI ҹ 17.3, 130.3̃̕  

p<0.001 

p<0.0001 

ꜛ  

’ 

̂ ̃ 

 

1.0 

0.8 

0.6 

0.4 

0.2 

0 
0 

 

10 20 30 40 

68 46 25 12 1 

16 13 2 2 0 

ctDNA-  ctDNA+ 

HR 27.9  

̂95% CI ҹ 9.2, 

85.1̃̕  

p<0.001 

p<0.0001 



4009̔  DNA ȁ ꜛ ̆ ≢ I-III  

CRC Ҭ  ï Tarazona N ֲ 

῏ ̂ ̃ 

ÅctDNA  (CT) ᶫԅ
╠ ̂Ҭᵝ╠  [IQR] = 8.15ҩ

 [0.56ï16.6]̆p<0.001̃ 

Å  Cox ᶛ № Ҭ̆ῒҬ  ctDNA 

ȁ ȁ ≢ȁ ꜛ ȁ Ҍ
ȁ ᷅ ℗ ̆
 ctDNA ץ  DFŜHR 53.19 

[95% CI ҹ 18.87,149.90]̆p<0.001̃ 

Tarazona N, et al.J Clin Oncol 2020;38(suppl);abstr 4009 

ctDNA 
 (n=20) 

̆
%

 

80 

60 

20 

0 

CT 

CT  

ctDNA  

 

ÅSignateraTM ctDNA  DFS̆ ғ ’ 



4010̔ ԍ  III Ҭ ῍ ‗ ѿ ΐ  

ï Sobrero AF ֲ 

 

Å ȁ ꜛ ȁ ԍ ≠ ԋ  3 ҩ ԍ ≠ ԋ  6 

ҩ ̆  III Ҍ ֒  DFS   

 

Åᶏ ԅ III  IDEA  (n=12,834)̆  T-N ≢ №ҹ 16 

ҩ№  

Å ҩ T-N ֒ ԅ № ̆ ԍ  3  DFS  5  DFS 

Å ҩ № Ҭ ᵀ̆ ⁞ ̆ ᶏ ῏ Ҭ  

HR ṿᵬҹ  

Sobrero AF, et al.J Clin Oncol 2020;38(suppl);abstr 4010 



4010̔ ԍ  III Ҭ ῍ ‗ ѿ ΐ  

ï Sobrero AF ֲ 

῏  

Å ֒ ̆ ꜛ  5  DFS  34.0%  88.3% ӊ ̕ ԍ
̆5  DFS  13.9%  79.6% ӊ Ȃ 

Å ֒ ̆ ꜛ ⱴ  8.7% ⌠ 22.0% ӊ  

Sobrero AF, et al.J Clin Oncol 2020;38(suppl);abstr 4010 

Ҍ ≢Ҭ III  5  DFŜ ̃ 

79,6 76,8 74.1 70,7 
65,4 65,2 61,2 57,6 

48,6 46,6 45,8 44 
37,3 

29,4 26,8 

13,9 

5,6 
6,3 7 

7,7 
8,9 8,9 
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11,7 12 12,1 12,3 

12,8 
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13 
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3,7 3,8 
4,1 4,5 
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6,1 

6,5 6,6 

6,4 

0,8 0,9 1 
1,1 1,3 1,3 

1,4 1,5 

1,8 1,9 1,9 2 
2,2 

2,3 2,4 

2,5 
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20 

40 
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100 

T1N1a T2N1a T1N1b T2N1b T3N1a T1N2a T2N2a T3N1b T1N2b T3N2a T4N1a T2N1b T4N1b T3N2b T4N2a T4N2b 

 

ᶏ  FP 

FU + Oxa 3 m 

FU + Oxa 6 m 

 



4010̔ ԍ  III Ҭ ῍ ‗ ѿ ΐ  

ï Sobrero AF ֲ 

 

Å ҩ ̆ ꜛ ᴪ ֒  

Å ץ ꜛ Ҍ ̆ ꜛԍ‗  

Sobrero AF, et al.J Clin Oncol 2020;38(suppl);abstr 4010 



4013̔FOxTROT̔ ꜛ FOLFOX Ҍ  (Pan) ԍ
 (CC)  ï Seligmann JF ֲ 

 

Å ᴇ ꜛ ̂ ̃ ԍ ῃ * 

* ̆ ׃  KRAS-WT (c12-13̆61) 

֒  Seligmann JF, et al.J Clin Oncol 2020;38(suppl);abstr 4013 

Һ  

Å2  DFS  

 

 

Å℗ ȁ ῃ ȁ№ Ҋ ȁ
 

R 

2:1 

ꜛ  FOLFOX  6 ̆ ̆  

FOLFOX  18  

 (n=698) 

῏ ῀ ‰ 

Å ȁ
 

ÅT3-4, N0-2, M0 

(n=1053) 

̆  FOLFOX  24   

(n=354) 



4013̔FOxTROT̔ ꜛ FOLFOX Ҍ  (Pan) ԍ
 (CC)  ï Seligmann JF ֲ 

῏  

Seligmann JF, et al.J Clin Oncol 2020;38(suppl);abstr 4013 

̂ ̃ 

№
 

50 

25 

0 
0 365 730 1095 1460 1825 

 Ԋᴆ 

 354 69 

╠  698 109 

’ 

RR 0.76̂95% CI ҹ 0.56, 1.02̃̕p=0.07 

ҳ ֲ  

354 303 237 180 107 64 ֽ  

698 618 527 375 224 144 ╠/  

ꜛ Ҭ  

 

≢ 
Dworak  Ԋᴆ 

 232 58 

 300 58 

Ҭ  84 12 

 28 2 

ῃ  24 0 

50 

25 

0 
0 365 730 1095 1460 1825 

̂ ̃ 

27% 
22% 

14% 

7% 
0% 

27% 

21% 



4013̔FOxTROT̔ ꜛ FOLFOX Ҍ  (Pan) ԍ
 (CC)  ï Seligmann JF ֲ 

῏ ̂ ̃ 

Å ᵝ ᴪ ꜛ  

ÅMMR Ӟ ꜛ  

ï dMMR  pMMMR ꜛ  

ï  pMMR Ҭ ╠/ RR 0.72 [95% CI ҹ 0.52

1.00] p=0.05  dMMR Ҭ  (p=NS) 

 

Å ꜛ ץ ԍ ̆  dMMR ꜛ  

Å ᶷ ᵝ  T4 ꜛ ≢  

Seligmann JF, et al.J Clin Oncol 2020;38(suppl);abstr 4013 

ᵝ  T  

   T3 <5 mm T3 Ó5 mm T4  

̆n/N (%) 
╠/  

 
 

 

 
53/358  
(14.8) 

 

40/180  
(22.2) 

 
56/340 
(16.5) 

 

29/174 
(16.7) 

 
101/698 
(15.6) 

 

69/354 
(19.5) 

 
25/177 
(14.1) 

 

11/88  
(12.5) 

 
50/344  
(14.5) 

 

30/175  
(17.1) 

 
34/177 
(19.2) 

 

28/91  
(30.8) 

 
109/698 
(15.6) 

 

69/354  
(19.5) 

OR (95% CI) 0.58 
(0.38, 0.91) 

0.97 
(0.62, 1.52) 

0.75  
(0.55, 1.02) 

1.07  
(0.53, 2.17) 

0.78  
(0.49, 1.25) 

0.59  
(0.35, 1.00) 

0.75 
(0.55, 1.03) 



4015̔FOLFOXIRI/ ᴠ ԋ / ᴠ ᵬҹҌ ℗
 (mCRC) ∆ ̔ԓ ҩᵣ  (IPD) №  

ï Cremolini C ֲ 

 

Å ᴇ FOLFOXIRI + ᴠ ᵬҹѿ ԍҌ ℗  mCRC ῃ  

* Ҭ 5 ׆ ̔CHARTAȁOLIVIAȁSTEAMȁ
TRIBE  TRIBE2 Cremolini C, et al.J Clin Oncol 2020;38(suppl);abstr 4015 

῏ ῀ ‰ 

ÅҌ ℗  mCRC* 

(n=1697) 

R 

FOLFOXIRI + ᴠ  

(n=846) 

FOLFOX  FOLFIRI +  

ᴠ  

(n=851) 

Һ  

ÅOS 

 

ÅPFSȁORRȁR0 ȁ ῃ  



4015̔FOLFOXIRI/ ᴠ ԋ / ᴠ ᵬҹҌ ℗
 (mCRC) ∆ ̔ԓ ҩᵣ  (IPD) №   

ï Cremolini C ֲ 

῏  

 

Cremolini C, et al.J Clin Oncol 2020;38(suppl);abstr 4015 

FOLFOXIRI/ ᴠ ҍץҊ ’ ῏̔  

Å ORR  (64.5% vs. 53.6%, p<0.001) 

Å R0  (16.4% vs. 11.8%, p=0.007) 

Å 3/4 Ҭ ⁞  (p<0.001)ȁ Ҭ ⁞  (p=0.019)ȁ  

(p=0.024)ȁ  (p=0.016)  (p<0.001)  

N Ԋᴆ mOS ̂ ̃ 

ԋ / ᴠ  851 591 24.5 

FOLFOXIRI/ ᴠ  846 527 28.9 

̂ ̃ 

O
S
̆

%
 

100 

80 

60 

40 

20 

0 

 

 

0 12 24 36 48 60 72 

851 677 377 169 55 9 4 

846 704 446 190 60 15 2 

HR 0.81̂95% CI ҹ 0.72, 0.91̃ 

p<0.001̂ № ̃ 

 5  OS 

22.3% 

10.7% 

OS PFS 

ҳ ֲ  

N Ԋᴆ mPFS ̂ ̃ 

ԋ / ᴠ  851 761 9.9 

FOLFOXIRI/ ᴠ  846 728 12.2 

851 314 86 39 15 5 4 

846 420 139 53 14 4 1 

̂ ̃ 

P
F

S
̆

%
 

100 

80 

60 

40 

20 

0 

 

 

0 12 24 36 48 60 72 

HR 0.74̂95% CI ҹ 0.67, 0.82̃ 

p<0.001̂ № ̃ 



4015̔FOLFOXIRI/ ᴠ ԋ / ᴠ ᵬҹҌ ℗
 (mCRC) ∆ ̔ԓ ҩᵣ  (IPD) №  

ï Cremolini C ֲ 

῏ ̂ ̃ 

Å FOLFOXIRI/ ᴠ  OS № ֒ Ҭ ѿ  

 

Å  mCRC Ҭ̆ ԋ / ᴠ ̆FOLFOXIRI/ ᴠ ѿ ԅ
 

Cremolini C, et al.J Clin Oncol 2020;38(suppl);abstr 4015 

֒  

ITT ֲ  

ECOG PS 

 

≢ 

ֽ  

 

0.82 (0.71, 0.94) 

0.88 (0.69, 1.12) 

0.82 (0.72, 0.94) 

0.72 (0.54, 0.97) 

0.81 (0.72, 0.91) 

0.80 (0.68, 0.93) 

0.87 (0.72, 1.05) 

0.81 (0.70, 0.93) 

0.85 (0.68, 1.06) 

0.69 (0.49, 0.96) 

0.82 (0.72, 0.93) 

0 

0ï1 

<70  

>70  

 

 

 

 

 

 

HR (95% CI) 

0.25 0.5 1 2 3 1.5 

FOLFOXIRI/

ᴠ  

ԋ /

ᴠ  

֒  
ꜛ  

℗  

ᵝ 

RAS 

0.79 (0.70, 0.90) 

1.04 (0.66, 1.65) 

0.77 (0.65, 0.91) 

0.82 (0.69, 0.97) 

0.79 (0.64, 0.97) 

0.83 (0.72, 0.97) 

0.84 (0.64, 1.10) 

0.83 (0.70, 0.97) 

1.12 (0.75, 1.68) 

ᶷ-RAS/BRAF WT 

ᶷ-RAS  

ᶷ-BRAF  

ᶷ-RAS/BRAF WT 

ᶷ-RAS  

ᶷ-BRAF  

 

 

 

 

 

/  

RAS-BRAF WT 

RAS  

BRAF  

HR (95% CI) 

RAS-BRAF ᵝ 
0.44 (0.22, 0.88) 

0.80 (0.62, 1.05) 

1.04 (0.63, 1.72) 

0.97 (0.71, 1.33) 

0.85 (0.69, 1.05) 

1.77 (0.78, 4.01) 

0.25 0.5 1 2 3 1.5 

FOLFOXIR

I/ ᴠ  

ԋ /

ᴠ  

OS ֒ №  



4018̔CodeBreak 100: KRASG12C № └╕ AMG 510 

Ҭ  ï Fakih M ֲ 

 

Å ᴇ AMG 510̂KRASG12C └╕̃ ԍ  CRC ῃ  

*ҹ  21 ̆ ₮  PD  Fakih M, et al.J Clin Oncol 2020;38(suppl);abstr 4018 

Һ  

ÅDLTȁ ῃ  

 

 

ÅORRȁDoRȁDCRȁPFS̆SD  

AMG 510  

180 (n=3), 360 

(n=10), 720 (n=4) 

ץ   

960 mg/ * (n=25)  

AMG 510 

960 mg/  

῏ ῀ ‰ 

Å  CRC 

ÅKRAS p.G12C  

Å ‰ ₮  PD 

Å ꜚ  

(n=42) 

╕  ╕  



4018̔CodeBreak 100: KRASG12C № └╕ AMG 510 

Ҭ  ï Fakih M ֲ 

῏  

 

Fakih M, et al.J Clin Oncol 2020;38(suppl);abstr 4018 

n (%) 
 (n=42) 

TEAE TRAE  

ᴋᵥ ≢ 38 (90.5) 20 (47.6) 

Ó2  29 (69.0) 9 (21.4) 

Ó3  13 (31.0) 2 (4.8) 

Ó4  3 (7.1) 0 

DLT 0 0 

SAE 10 (23.8) 0 

 AE 3 (7.1) 0 

Ả  AE 2 (4.8) 0 

 >1 ᶛ Ҭ  

TRAĔn (%) 

 

(n=42) 

 8 (19.0) 

ӎ 4 (9.5) 

 2 (4.8) 

ⱴ 2 (4.8) 

 2 (4.8) 

 2 (4.8) 



4018̔CodeBreak 100: KRASG12C № └╕ AMG 510 

Ҭ  ï Fakih M ֲ 

῏ ̂ ̃ 

 

Å ᾢ  KRAS p.G12C  mCRC Ҭ̆AMG 510 ₮ΐ ̆3 

ᶛ (7.1%) ԅ ӄ  PR 

ÅAMG 510 ̆ ⌠ DLT 

+ Ҭ Fakih M, et al.J Clin Oncol 2020;38(suppl);abstr 4018 

 ╕  (n=42) 960 mg (n=25) 

BOR̆n (%) 

 PR 3 (7.1) 3 (12.0) 

SD 29 (69.0) 17 (68.0) 

PD 9 (21.4) 4 (16.0) 

ᵀ 1 (2.4) 1 (4.0) 

ORR̆% (95% CI) 7.1 (1.50, 19.48) 12.0 (2.55, 31.22) 

DCR, % (95% CI) 76.2 (60.55, 87.95) 80.0 (59.30, 93.17) 

3 ᶛ  DoR̂ ̃ 1.4+, 4.2+, 4.3+ 1.4+, 4.2+, 4.3+ 

SD ̂ ̃̂ ̆ ̃ 4.2 (2.5+, 11.0) 4.2 (2.6, 5.7+) 



4019̔REGOMUNE̔ ⱴ ԍ ᵣ  II  ð  

MSI-H  (mCRC)  ï Cousin S ֲ 

 

Å ᴇ  + ԍ  MSS mCRC ῃ  

Cousin S, et al.J Clin Oncol 2020;38(suppl);abstr 4019 

Һ  

Å6 ҩ  ORR (RECIST v1.1) 

 

 

ÅPFSȁOSȁ ῃ  

 160 mg/   

̂ᶏ  3 /Ả  1 ̃+  

 10 mg/kg q2w̆ 

 1  15  

῏ ῀ ‰ 

Å  MSS mCRC 

ÅÓ1 ῃ  

ÅECOG PS 0ï1 

(n=48) 

PD 



4019̔REGOMUNE̔ ⱴ ԍ ᵣ  II  ð  

MSI-H  (mCRC)  ï Cousin S ֲ 

῏  

 

Cousin S, et al.J Clin Oncol 2020;38(suppl);abstr 4019 

̆n (%) n=43 

ORR 0 

CR/PR 0 

SD 23 (53.5) 

PD 17 (39.5) 

NA 3 (7) 
P

F
S
̆

%
 

̂ ̃ 
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0 
3 0 1 2 4 5 6 7 8 9 

18 43 41 19 10 10 2 2 0 0 

O
S
̆

%
 

̂ ̃ 

100 

80 

60 

40 

20 

0 
3 0 1 2 4 5 6 7 8 9 10 11 12 

40 43 43 43 30 27 20 16 9 6 3 1 0 

Ҭᵝ PFS ҹ 3.6 ҩ  

̂95% CI ҹ 1.8, 5.4̃ 

ҳ ֲ  

ҳ ֲ  

Ҭᵝ OS ҹ 10.8 ҩ  

̂95% CI ҹ 5.9̆NÃ 

PFS 

OS 



4019̔REGOMUNE̔ ⱴ ԍ ᵣ  II  ð  

MSI-H  (mCRC)  ï Cousin S ֲ 

῏ ̂ ̃ 

 

Å  MSS CRC Ҭ̆  + ₮ΐ ̆ ғ
 

Cousin S, et al.J Clin Oncol 2020;38(suppl);abstr 4019 

AĔn (%)  n=47 

 Ó1 ɒ AE  47 (100) 

3ï4  AE 41 (87) 

TRAE 47 (100) 

SAE 22 (47) 

Ả  AE 

Ả  

Ả  

9 (19) 

8 (17) 

5 (11) 

5  TRAE 0 

≢ ῐ AE

Ó5˿̆n (%) 
1-2  3-4  

Ҧ  21 (45) 14 (30) 

 9 (19) 11 (23) 

AST /  ALT ⱴ 14 (30) 6 (13) 

 17 (36) 6 (13) 

җ  4 (9) 4 (9) 

ӎ 29 (62) 3 (6) 



4020̔ ≠ ԍ ̔KEYNOTE-028 

 KEYNOTE-158  ï Marabelle A ֲ 

 

Å ᴇ ≠ ѿ ԍ  ASCC ῃ  

Marabelle A, et al.J Clin Oncol 2020;38(suppl);abstr 4020 

Һ  

ÅORR (RECIST v1.1) 

 

 

ÅDoRȁPFSȁOSȁ ῃ  

KEYNOTE-028 

≠   

10 mg/kg q2w 

(n=25) 

 

KEYNOTE-158 

≠   

200 mg q3w 

(n=112) 

 2 

⌠₮  

PD/ 

 

῏ ῀ ‰ 

Å ȁ ℗  ASCC 

Å ‰ Ҍ ̆ ‰
 

ÅPD-L1/  

ÅPD-L1 ֽ̂ KEYNOTE-028̃ 

ÅECOG PS 0ï1 

(n=137) 



4020̔ ≠ ԍ ̔KEYNOTE-028 

 KEYNOTE-158  ï Marabelle A ֲ 

῏  

 

* ԍ PD-L1+̆n=100̕ ԍ PD-L1-̆n=30 Marabelle A, et al.J Clin Oncol 2020;38(suppl);abstr 4020 

 (n=137*) 

ORR̆% (95% CI) 

 

PD-L1+ 

PD-L1- 

 

10.9 (6.3, 17.4) 

14.0 

3.3 

CR̆n (%) 8 (5.8) 

PR̆n (%) 7 (5.1) 

SD̆n (%) 27 (19.7) 

PD̆n (%) 84 (61.3) 

DoR 

Ҭṿ̂ ̃̂ ̃ 

12 ҩ ̆% 

24 ҩ ̆% 

 

NR̂6.0+  57.5+̃ 

84.6 

84.6 

PFS 

OS 

P
F

S
̆

%
 

̂ ̃ 

100 

80 

60 

40 

20 

0 

ҳ ֲ  

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51 54 57 60 63 

137 44 27 22 18 16 15 11 10 10 10 7 2 2 2 1 1 1 1 1 0 0 

12 ҩ  

14.5% 
24 ҩ  

8.7% 

Ԋᴆ  

n/N (%) 

Ҭᵝ ̂ ̃  

(95% CI) 

123/137 

(89.8) 

2.1 

(2.0, 2.1) 

Ԋᴆ  

n/N (%) 

Ҭᵝ ̂ ̃  

(95% CI) 

112/137 

(81.8) 

11.7 

(8.8, 14.5) 

ҳ ֲ  

O
S
̆

%
 

̂ ̃ 

100 

80 

60 

40 

20 

0 

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51 54 57 60 63 

137 123 97 80 65 55 46 36 32 26 26 18 7 4 3 2 2 2 2 2 2 0 

12 ҩ  

47.4% 
24 ҩ  

24.0% 



4020̔ ≠ ԍ ̔KEYNOTE-028 

 KEYNOTE-158  ï Marabelle A ֲ 

῏ ̂ ̃ 

 

Å  ASCC Ҭ̆ ≠ ₮ ̆ ӄғ OS 

 

Å ῃ ’ҍӊ╠ ѿ  

Marabelle A, et al.J Clin Oncol 2020;38(suppl);abstr 4020 

 (n=137) 

TRAĔn (%) ᴋᵥ ≢ 3-4   

ᴋᵥ 85 (62.0) 24 (17.5) 

Ả  6 (4.4) 5 (3.6) 

֙ 0 0 

ҍᾧ ῏  AE ̆n (%) ᴋᵥ ≢ 3-5  

ᴋᵥᾧ ῏   33 (24.1) 7 (5.1) 

ᾧ ׃   31 (22.6) 7 (5.1) 

 3 (2.2) 0 



3006̔ ᴠ  FOLFOX ԍ RAS ȁ ȁ
 (MCRC) ̔Ib/II  MEDETREME ѿ Ҭ

№  ï Ghiringhelli F ֲ 

 

Å ᴇ ᴠ  +  + FOLFOX ԍ  RAS ȁMSSȁmCRC 

ῃ  

* ╠ 16 ᶛ  1 Ҭ №  Ghiringhelli F, et al.J Clin Oncol 2020;38(suppl);abstr 3006 

Һ  

Å6 ҩ  PFS 

 

 

Å ȁ ῃ  

ᴠ   
PD 

  

῏ ῀ ‰ 

ÅRAS-  mCRC 

ÅMSS 

Å ̂ ꜛ ̃ 

ÅECOG PS <2 

(n=57) 

ᴠ   

150 mg q2w +  

  

75 mg q4w  

̂4 ̃+  

mFOLFOX6  

̂6 ҩ ̃ 



3006̔ ᴠ  FOLFOX ԍ RAS ȁ ȁ
 (MCRC) ̔Ib/II  MEDETREME ѿ Ҭ

№  ï Ghiringhelli F ֲ 

῏  

 

Ghiringhelli F, et al.J Clin Oncol 2020;38(suppl);abstr 3006 

PFS 

12 ҩ  

Å DRR (CR + PR + SD): 87.5% 

Å ORR (CR + PR): 62.5% 

Å CR: 25% 

P
F

S
̆

%
 

̂ ̃ 

100 

80 

60 

40 

20 

0 
0 3 6 9 12 

−  

ҳ ֲ  

                16                 14                  10                   8                   5 

n=16 

6 ҩ  62.5% 

̂95% CI ҹ 35, 81̃  

12 ҩ  50.0% 

̂95% CI ҹ 25, 71̃  

%
 

2.5 

2.0 

1.5 

1.0 

0.5 

0 
D0 D15 

p=0.04 

 MDSC/  

Å ᾧ └ MDS  

Å  MDSC ⁞ ̆
 



3006̔ ᴠ  FOLFOX ԍ RAS ȁ ȁ
 (MCRC) ̔Ib/II  MEDETREME ѿ Ҭ

№  ï Ghiringhelli F ֲ 

῏ ̂ ̃ 

 

Å  RAS  MSS mCRC Ҭ̆FOLFOX + ᴠ  + 

₮ ̆ ᾧ └ ⁞ ̆ῒ ҍ FOLFOX ᾧ ᵌ 

Ghiringhelli F, et al.J Clin Oncol 2020;38(suppl);abstr 3006 

ҍ ῏ AĔn (%) 
n=16 

ᴋᵥ 3-5  

ῃ  16 (100) 11 (68.75) 

֙ 0 0 

 Ó5% 

 14 (87.50) 0 

ӎⱬ 13 (81.25) 3 (18.75) 

/  10 (62.50) 0 

Ҭ ⁞  10 (62.50) 8 (50.00) 

 7 (43.75) 0 

 4 (25.00) 4 (25) 

 3 (18.75) 3 (18.75) 

 3 (18.75) 0 

⁞  3 (18.75) 0 

 2 (12.50) 0 

ᾧ ׃  AE ̆
n (%) 

n=16 

ᴋᵥ 3-5  

ῃ  12 (75.00) 6 (37.50) 

֙ 0 0 

 Ó5% 

ⱳ  14 (87.50) 1 (6.25) 

 9 (56.25) 2 (12.50) 

 3 (18.75) 0 

 2 (12.50) 0 

 3 (18.75) 1 (6.25) 

ᵣ  1 (6.25) 1 (6.25) 

 1 (6.25) 0 

1  1 (6.25) 1 (6.25) 



7009̔  CRC (mCRC) ԋ ֲ (OA) ̔  

ARCAD ҳ ⅞  5289 ᶛ  ï McCleary NJ ֲ 

 

Å ᴇԋ ԍ ̂>70 ̃mCRC  

 

Å ԅ 10  ARCAD ѿ ץ̆ ᵀҳ ҍ∆ ץ
ԋ ӊ ᴋᵥ῏  

Å >70  Ò70 ӊ ԅ  

ÅCox № ԍ ȁ ≢ȁECOG PSȁ ᵝ ȁ ȁ
’ 

McCleary NJ, et al.J Clin Oncol 2020;38(suppl);abstr 7009 



7009̔  CRC (mCRC) ԋ ֲ (OA) ̔  

ARCAD ҳ ⅞  5289 ᶛ  ï McCleary NJ ֲ 

῏  

 

McCleary NJ, et al.J Clin Oncol 2020;38(suppl);abstr 7009 

 

ѿ  

∆ ₮  

̂N=5289̕5121 ᶛ ᴇ̃ 

  

ԋ  

₮  

̂N=7921̕ 7408 ᶛ ᴇ̃ 

ԋ  

OS 

̂N=8280̕7764 ᶛ ᴇ̃ 

  OR (95% CI) p ṿ   HR (95% CI) p ṿ HR (95% CI) p ṿ 

תּ ṿ (SD)   59.8 (10.7) 
1.11  

(1.02, 1.21) 
0.012 

̆
  

10  

0.97  

(0.94, 0.99) 
0.005 

0.99  

(0.97, 1.02) 
0.618 

≢̆n (%)  2880 (87.2) 

1.15  

(0.96, 1.38) 

̂Ǿ ̃ 

0.121   
0.98  

(0.94, 1.04) 
0.54 

0.97  

(0.92, 1.02) 
0.204 

ECOG PS̆n (%) 0 2566 (90.4)              

  1 1815 (85.8) 
1.55  

(1.30, 1.84) 
    

1.22  

(1.16, 1.28) 
  

1.51  

(1.43, 1.59) 
  

  >1 115 (69.7) 
4.07  

(2.85, 5.82) 
<0.0001   

1.59  

(1.38, 1.83) 
<0.001 

3.54  

(3.13, 4.02) 
<0.0001 

  1562 (87.4) 
1.03 

 (0.86, 1.23) 
0.761   

1.10  

(1.04, 1.18) 
0.003 

1.08  

(1.01, 1.16) 
0.02 

   3421 (88.0) 
0.90  

(0.75, 1.09) 
0.291   

1.36  

(1.28, 1.45) 
<0.001 

1.62  

(1.52, 1.74) 
<0.001 

   407 (88.1) 
0.92  

(0.68, 1.24) 
0.571   

1.27  

(1.03, 1.57) 
0.025 

1.42  

(1.14, 1.75) 
0.001 



7009̔  CRC (mCRC) ԋ ֲ (OA) ̔  

ARCAD ҳ ⅞  5289 ᶛ  ï McCleary NJ ֲ 

῏ ̂ ̃ 

 

Å  mCRC Ҭ̆ ̂Ò70 ̃̆ ̂>70 ̃  ECOG 

PS >0 ԋ ᵞ 

Å ̂>70 ̃ ԋ Ҭΐ  TTP  OS ҍ ̂Ò70 ̃
ᵌ 

McCleary NJ, et al.J Clin Oncol 2020;38(suppl);abstr 7009 

TTP OS 

Ҭᵝ TTP̂ ̃ 

Ò70 ̔5.2 

>70 ̔5.1 

100 

80 

60 

40 

20 

0 

0 1 2 3 
̂ ̃ 

ᶛ
̆

%
 

ҳ   

ֲ  
6449 572 77 22 Ò70 

1472 130 16 1 >70 

Ò70 

>70 

Ҭᵝ OŜ ̃ 

Ò70 ̔12.4  

>70 ̔11.6  

100 

80 

60 

40 

20 

0 

0 1 2 3 
̂ ̃ 

ᶛ
̆

%
 

ҳ   

ֲ  
6726 3210 889 216 Ò70 

1554 721 173 44 >70 

Ò70 

>70 



 




