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Where are we now in the race for innovation? —
A proposal of three laws for stronger Japan

Masanori Fukushima
Dept. Clinical Trial Design & Management. Translational Research Center, Kyoto University Hospital

Abstract
O O The national policy announcement in 2006 of the Japanese new Prime Minister Shinzo Abe and the
subsequent report entitled” Innovation 25" emphasizes the importance of innovative drug development. In
order to promote innovations in drug development, the author proposes three legal frameworks as the
prerequisites.
0 O It should be emphasized that drug development is exclusively a patent business. Thereby, first, a law for
the protection of intellectual property rights] IPR, which promotes strategic, business-minded management
of IPR in the academie. Second, a law on protecting human research subjects, which covers the conduct of all
the clinical trials under the supervision of Good Clinical Practicel GCP[J using medical products manufactured
under Good Manufacturing Practicel GMPL] based on pre-clinical researches under Good Laboratory Practice
0 GLP{, all of which fall under the Pharmaceutical Affaires Law. Third, a law for quality assurance of clinical
practice, which defines standardizations of medical record formatsJrisk management and outcome evaluation
systemgJand medical audit, by which medical practice is standardized and state-of-the-arts could be established,
and by which the bases of clinical research and development is to be constructed.
O O Without the appropriate legal framework such as mentioned above, uninformed and unprotected Japanese
citizens could become victims of exploitation by others. The government and other authorities concerned must
realize the importance of a strong legal framework in modern drug research and development.

Key words
innovation, clinical research, drug development, intellectual property right, protection of human subjects

Rinsho Hyoka[d Clinical Evaluation(] 20070 3401 5391 44.

0 5390



0 0 0 00340 3002007

good

gzo060000000000000O0O0O00OO0O
0000000000000 0 2000002025
00000oD0oDooDoooooooooooo
000D000ooD*™Mooooogz20070202600
0o00oooooo200000000%20000
00ooooooooooooooooooooo
oooooooooooooooooooooo
0oo0oDoooooooooooooooooo
000o0oDoDoooooooooooooo
ooooDooooooooooooooooon
ooooooooooooooooooooon
00o0oooooooooooooooooon
ooo*gooogz007030000000000O
0oooooDooooooooooooooon
00000ooDooooDooooooooooon
0oooDooDoDoDoooooooooooooo
ooooooooooooooooooooon
000D0D0o0o0o0o0oooooooo400000
0oo0DoDooDooDooooooooooooon
0040

00o00ooDooooooooooooooooo
ooooooooooooooooooooog
0oooDooDooDooooooooooooon
O00D0000D0O0DODO0ODO clinical sciencedO
0oooDooDooDooooooooooooon
ooooooooooooooooooooon
00oo0o0ooO0ooooooooooooooo
0oooDooDooDooooooooooooon

oooboooboooobobogooboboooboon
oooboooboooobobogooboboooooon
gobboooboooboooboooboooboon
ooobooobooboboooooooboooo
oopobooobooooobgoo

100000 000D0oOooOooooo®Y™

goboobooooboobooooboosboogoon
00000000 Table 1M
obol1oboboboooboboooboboboon
gobobooobooboooobobooobooo
gopoobooooobooooboooboooo
goobooooooooooobooogoo
gobboooobooobooobboooboooo
oooboooboooobobogooboooboon
ogobooooboooobobogoobooooboooo
gobboooooobobooooboooboooon
oooobooooooobobooooboooo
goboboooboooobobogobooooboooo
goobobobooboooboboooooboobooon
oooboobbboobbuooobbooobboo
ooboboooboooobobogoobobooooooo
gbooboooboobooboboboobooon
oopobooboogoobobooobooobboooo
gooobobbobooooooobobbbooooo
goboobobboooobooobooobbooobon
gobooobooooboobooobboooo
oooobooobooboobobobobooon
gobbooobooobobooooooboooboon
oopoboooboooooboo

Table 1 The three legal framework prerequisite for innovative development

of drug and medical device
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