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Accelerating Anticancer Agent Development and May 16-18, 2012

1 2 Validation Workshop Bethesda. MD
REGISTRATION CLOSED

A Postgraduate Workshap for Clinical and Translational Cancer Investigators Focused

on Strategic Planming to Develop and Validate New Anticancer and Cancer Prevention o )
Agents and Pathways Notify if there is a VACANCY

- Xalkori (crizotinib) — Pfizar Pharmaceuticals
Dr. Mano, ldentification of the transforming EML4-ALK
fusions gene in non-small-cell lung cancer, Nature (2007)
Xalkori and Companion Diagnostics
Co-approval in US: Aug/2011
Co-approval in Japan: Mar/2012

* Poteligeo (mogamurizumab) — Kyowa Hakko Kirin Pharma
Incication: Relapsed or refractory CCR4-positive adult T-cell
leukemia-lymphoma

Companion Diagnostic Assay (CCR4) was approved by
MHLW/PMDA simultaneously for the first time in the world.




Japanese pharmaceutical R&D ability

Origins of the medicine Belgium, 2
that ranked within world top 100 Sweden, 2 Others, 2

Ranking by sales. Excludes what first Denmark, 3
marketed before 1981, overlap of
ingredients and diagnostics.

Sweden, 3 Others, 3
Denmark, 3

France, 5
Germany, 3

Switzerland
V4

Switzerland,
12

Japan

11 UK
12

2004

Source : Office of Pharmaceutical Industry Research (OPIR), . th 3rd . th Id 1
based on the data from IMS LifeCycle (IMS Health) and Pharmaprojects IS €orain e woria::

Japanese R&D ability

[All rights reserved. Copying prohibited.]



Simultaneous Global Drug Development

US, EU | Phase | Phase |l Phase Il

. S 4

Multi-Regiona:I Clinical Trail

|
!
!
|
....... :: (MRCT) :
! ! ! =
Japan i i v i * L 'ﬂ‘l‘ldd
Korea |Phasel Phase Il Phase Il g
National Cancer Center in Japan = x
(Phase I center) - MHLW
= ~ " | Simultaneous NDA Simultaneous
1 -' submission Approval

Accelerating Regulatory
Science Initiative
(PMDA and NIHS)
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