Clin Eval 310 3012004

goboggoood

oo ogtdnd

—pgobodbobobobobobooboood
gogobgooboobooboobotoououd—

00000000000 0o0ooooooon
MooooOoO0ODO0DO0000000000OO0OO0OO0OO0OO0O0

The present approval state of anti-tumor drugs in Japan

— The Japanese cancer patients cannot access to established standard treatments
because key drugs are not approved yet —

Kotone Matsuyamall O Tetsuji Sadaike[d 00 Masanori Fukushima
Foundation for Biomedical Research and Innovation, Department of Clinical Trial Management

Abstract

O O Oftentimes obstacles in the new drug approval system and the medical insurance administration system
prevent patients from receiving world-wide established standard treatments in Japan. This is particularly true
in the treatment of cancer, which is the most common cause of death in Japan today.

O O In Japan, many drugs recognized as the first or secondary choice in newly published standard medical
texts in Europe and the United States cannot be used for patients because these are not approved for use under
local insurance coverage. Thus, oftentimes the right treatment for the cancer patients cannot be delivered.

O O In this paper, such drugs as mentioned are outlined, and the approval situation of anti-tumor drugs in Japan
is compared with that of the United States. This paper presents a proposal for improving the current situation
of cancer drug approval in Japan.
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Fig. 1 Medicines in development for cancer] Medicinesin development for cancerJ PhRMA 200301
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Table 1 Current and other valuable non-approval anti-tumor agents in Japan
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