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2001

2005 2008 *
2005

2005

2007

2008/2009

2012

SMEs

MB

* Recombinant DNA technology, Controlled gene expression, Monoclonal antibody
2005 Orphan medicinal products AIDS Cancer
Neurodegenerative disorder Diabetes 2008 Auto-immune

diseases and other immune dysfunctions viral disease
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E 2000 4 2010 4 1,100 720
62 EU
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MA
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1 EMA

E 2010 9 2-3 EMA

E 164 77 39 34
35
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FDA Jul 2004
EC/EMA Feb 2007 (Drugs)

Oct 2009 (Med. Devices & Cosmetics)
Health Canada Oct 2009

HSA (Singapore) May 2010
MHRA (UK) Oct 2010
Swissmedic Nov 2010

e EEEmEmmEmEmm— 1

' [Examples of information to share in Agreements]
» Law enforcement

~» Advance drafts of legislation

~» Post-marketing data
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EMA

E Emer Cooke International Liaison Officer of EMA
E Janice Soreth from FDA at EMA since Jun 2009

B Yoshikazu Hayashi from MHLW/PMDA at EMA
since Nov 2009

E Hilde Boone EMA’s liaison official to FDA, at FDA
since Jan 2010
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EMA-FDA GCP

2009 9 1 18
E EU FDA
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http://www.ema.europa.eu
Yoshikazu.Hayashi@ema.europa.eu
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