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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

The national policy announcement in 2006 of the Japanese new Prime Minister Shinzo Abe and the
subsequent report entitled “Innovation 257 emphasizes the importance of innovative drug development. In
order to promote innovations in drug development, the author proposes three legal frameworks as the
prerequisites.

It should be emphasized that drug development is exclusively a patent business. Thereby, first, a law for
the protection of intellectual property rights (PR}, which promnotes 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 Practice (GCP), using medical products manufactured
under Good Manufacturing Practice (GMP), based on pre-clinical researches under Good Laboratory Practice
{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 formats | risk management and outcome evaluation
systems; and 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.

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 (Clinical Evaluation) 2007 ; 34 539~ 44.
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Current Status and Future Perspective of Clinical Trial Supporting Organization in Japan - -Special emphasis
on The Investigators Role  : Fukushima M*'#, Nagai Y*', Teramukai S*'¥ and Hirao Y** (*'Translational Research
Informatics Center, Kohe, *?Kyoto University Hospital Translational Research Center. Kyoto, **Nara University School
of Medicine, Nara)

Given patients’ co-operation, clinical trial is a long-lasting project carried out by consuming huge monetary and human
resources. Thus, the accomplishment requires powerful leadership of principal investigators, depending on their eager-
ness from planning trials to the final evaluation. Also, it requires not only profound understanding of clinical science and
practice, but also ability to maintain study group and for raising money. Only when such conditions are satisfied, clinical
trial supporting organization may play a significant role for the conduction of trials, in well-organized collaboration with
principal and other investigators. Although clinical trial infrastructure and mechanisms are still under development, the
situation has substantially changed during the Jast decade. Nonetheless, whether we can improve therapeutic outcomes
of intractable diseases is predominantly depends on the investigators ideas and eagerness to finish the trial, requiring
their continuous effort and cost down to support the trials.Now, drug development is global, and thus, the Japanese
government and clinical investigators must see clinical trials as a world-wide enterprise and understand importance for
the participation.

Key words: Clinical trial, Clinical trial supporting organization
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