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One of the important missions of pharmaceutical companies is to promote the proper
use of pharmaceutical product, in other words, to place as much effort as possible to
maximize the effectiveness of drug and to minimize adverse events. The completion
of the human genome sequence represents an important milestone in scientific
achievement that will eventually lead to a greater understanding of biology and disease
of human. Along with such rapid evolution of recent genomic research and genome
related analysis technology, Personalized Medicine, sometimes called Taylor-Made
Medicine or Made-to-Order Medicine, which is to administer the most appropriate
medicine with the most appropriate dosage based upon the use of a diagnostic test to
understand the genetic characteristics of each patient, has been developed. As
Pharmacogenomics (PGx) is the one of the most effective approach to materialize
Personalized Medicine, which is nothing other than ultimate of proper use of drug,
pharmaceutical companies should work actively on PGx.

In Japan, however, although the number of PGx studies is increasing along with the
spread of recognition of their importance and necessity, quality and amount of the
studies are significantly low compared to those of Western developed countries.  Still
now most pharmaceutical companies in Japan except subsidiaries of Western
mega-pharmaceutical companies are in the situation of exploring the solutions to many
issues they are facing such as difficulty in designing the study, lack of public acceptance,
complicated ethical concerns and so many issues related to regulations etc.

Irinotecan is the cancer chemotherapeutic agent discovered and initially developed in



Japan. With its high efficacy, Irinotecan currently plays an important role in
worldwide cancer chemotherapy, however, for some patients, it causes a serious
diarrhea or bone marrow depression that are sometimes life-threatening. Therefore,
Irinotecan is one of the typical drugs that need promotion of proper use with PGx
approach.

In this presentation, I would like to review the current situation of the Japanese PGx
studies and the progress of PGx study of Irinotecan. Also from perspective of
pharmaceutical company, efficacy and necessity of PGx, and conditions needed to
improve environment for its implementation in each country will be discussed taking

the PGx study of Irinotecan as an example.
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¢ During the last decade the number of NME (that of
the US PhRMA member companies) has beern tended
to decrease,

¢ In 2003 only 21 products were given official approval
in the US.
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e In 2002 JHSF ;’)erformed a guestionnaire survey in
order to grasp the present situation of PGx in Japan

o In 2004 JHSF performed another survey and the resuit
showed overall expectations of PGx in Japan

o This year JHSF has published PGx related reports that
revealed some remained issues for PGx in Japan
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