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(Grothey A, et al. ASCO Gl 2012 #LBA385)

Regorafenib IS5t
N=505 N=255 acaeafenibi SEECBI 3480 uD 5AHE0BETOTNNIFERR
hmE (A) (95%CDH 6.4 (5.870) 50 (4459)
INF— K (95%CI) 0.79 (0.66-0.84)
piE 0.0038 F5t# (n=253) %
BAhREWE 52.2% 43.1% 2IL—F JL—-F3 JL—-F4 JL—-F5 2I-F JL-F3 JL—-F4 Ju—FS
12hHEEE 24.1% 17.0% $AE 906 560 210 10 968 265 225 0
v T 1 EEMEAC 930 506 34 10 609 123 16 0
100 — == _ 474 92 04 ) 281 47 04 o
oo FReRED 466 166 0 0 75 04 0 o
ENY ™ 338 70 02 0 83 08 0 o
2 % RATE 304 32 0 ) 145 28 0 0
A \ BB 5OBA BRIl 294 02 (1] [1] 55 0 0 )
é s i =aF 278 72 [} 0 59 08 0 0
oA 272 30 0 0 35 0 0 ]
=528 260 58 0 0 40 0 ) 0
oes D 144 04 0 0 1.1 0 0 o
2 138 0 0 0 24 0 0 )
126 26 02 ) 20 04 ) 0
L ; : : - : : : / 104 08 0 0 28 [ [ 0

BAIEE) (Grothey A, et al. ASCO Gi 2013, abstract 467)

Regorafenib monotherapy for previously treated metastatic @+k
colorectal cancer (CORRECT): an international, multicentre,
randomised, placebo-controlled, phase 3 trial

Axel Grothey™, Eric Van Cutsem™, Alberto Sobrero, Salvatore Siena, Alfredo Falcone, Marc Ychou, Yves Humblet, Olivier Bouché, Laurent Mineur,
Carlo Barone, Antoine Adenis, Josep Tabernero, Takayuki Yoshino, Heinz-Josef Lenz, Richard M Goldberg, Daniel | Sargent, Frank Cihon, Lisa Cupit,
AndreaWagner, Dirk Laurent, for the CORRECT Study Groupt

Summary
Background No treatment options are available for patients with metastatic colorectal cancer that progresses after all  published Online

approved standard therapies, but many patients maintain a good performance status and could be candidates for further ~November22,3012
N . . o e - . hittp:/fdbe doi org10.1016/
therapy. An international phase 3 trial was done to assess the multikinase inhibitor regorafenib in these patients. 50140.6736(12)61000.

Interpretation Regorafenib is the first small-molecule multikinase inhibitor with survival benefits in metastatic
colorectal cancer which has progressed after all standard therapies. The present study provides evidence for a
continuing role of targeted treatment after disease progression, with regorafenib offering a potential new line of
therapy in this treatment-refractory population.

Regorafenib was duly approved by the US Food and Drug Administration (FDA)
on Sept 27, 2012, and has been marketed in the USA at an initial cost of $9350
per 28 day cycle. 14 H1005H

However, we find it difficult to agree with the authors’ conclusion that the drug
“could be a new standard of care in late-stage metastatic colorectal cancer”
in view of the small incremental survival benefit, reported toxic effects, and low
likelihood of future analyses finding regorafenib to be a cost-effective option.
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