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Japanese Association of Pharmaceutical Medicine (JAPhMed) has organized itself as the non—profit foundation since April 2009. From the
viewpoint of pharmaceutical medicine, the chairperson reviews its business in the past year and talks of their plan for the year 2010 to fulfill its
responsibility and meet expectation.
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This session will include two presentations on company experience with all-cases PMS for an oncology product and a rheumatology product
respectively, followed by an extensive review on the JPMA’ s experience with surveys on all-cases PMS resulting Guidances/Q&A, and outstanding
issues. A panel discussion will include audience Q&A.
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Genomic biomarkers are expected to be useful for individualized medicine as predictors of inter—-personal difference in efficacy and safety. FDA
also promotes companion development of diagnostics using genomic biomarkers to predict efficacy and safety from the early stages of drug
development. In this lecture, utility of genomic biomarkers will be introduced as regards to their status in and out of Japan, regulatory conditions,
and future issues.
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Although the potential contribution of MD (Medical Director) and MSL (Medical Science Liaison) is critical for practicing pharmaceutical medicine,
their role and responsibility have not yet been established. Based upon survey results among 17 pharmaceutical companies (domestic and foreign—
based), the current status will be reviewed and the future direction discussed as regards to the role of pharmaceutical physicians in the global

business..
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Talent development and appropriate staffing in PMDA are urgently needed to overcome drug and device—lag and to reinforce post—marketing risk
management. In this lecture, the President of PMDA introduces its plan of postgraduate training program in collaboration with universities to
develop expertised professional in both regulatory affairs and medicine, and shows the way to promote regulatory sciences.
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In this session, two themes will be discussed regarding Vaccine. 1). Movement from voluntary to regular vaccination. 2). Importance of guideline on
vaccine clinical trial. After the lectures about “Current condition of vaccine development”, “Issues from the viewpoint of Health economics”,
“Guideline of vaccine development”, and so on, a panel discussion will be conducted on how pharmaceutical companies would approach toward its
development.
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Recently there’ s increasing interest in investigator initiated study, but their current status is far from satisfactory. JAPhMed has been advocating
its improvement ever since the release of their statement in Oct 2009’ . In this panel discussion, the experiences of conducting the cardiovascular
mega—study published in internationally renowned journals as well as difficulties frequently encountered in investigator initiated NDA study will be
shared and future solution be discussed.
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New biostatistical methods are increasing in the oncology field. In this lecture, phase I trial using Ji method, several randomized phase Il trials such
as selection and screening designs, and phase Il trial using adaptive design will be introduced.

15:45-16:15 —{REEQ  [7UT7IRER]
ER N e 7 AN xR AR a4t
B FHE BZ TFANSEXRHHERA S

HE BROEZERORFEICE TLERKLRERKRABRADSMIEL., BRFEELRABICEN-EXRREZARDEENEHRTL-ODMEMNLA
HEELTREBINBOH TS, —AT. EERICHITIRIGIISESETHY. EEAEOLREMOTOT7AILHECKRERGIMELALLELS
ﬁlﬁ+§§§%‘§%§ﬁ’é%%ﬁ&éo COEIGRRT, 7OT7HEBEBERBTTHI7 O 7EBREREBRERICOVDTELDORRESEDA RIS
DLVTHRE

Recently, there is an understanding that participation in international cooperative clinical study is effective for drug development in Japan in order
to deliver excellent drug to Japanese patient at the same time as the EU and the US. On the other hand, there is a concern about ethnic difference
on optimal dose and safety profile between Japanese and the others, which we have to consider at the planning stage. Our experience of
International Asian study will be demonstrated and future direction be discussed.
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The FDA has gone through a number of changes in personnel and leadership since the approval of FDAAA and with a new Commissioner under the
Obama administration. This presentation will examine recent developments in FDA hiring, approval times, meeting of PDUFA goals, and the policies

and procedures of FDA’ s new NDA/sNDA Review Process. Developments in the Safety First initiative and REMS will also be described.

FDA: Food and Drug Administration : XEBRMEZERE

FDAAA :Food and Drug Administration Act : FDAD B 4%
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