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1899 Hoffmann

Aspirin ǜ1930

Penicillin : 

 

1982

(Human insulin)  

1986

(Muromomab -

CD3) 

1997

(Carticel , 

autologous  

cultured 

chondrocytes

) 

2012

(Glybera , alipogene  

tiparvovec ) 

http://sco.wikipedia.org/wiki/File:Aspirin-skeletal.svg
http://en.wikipedia.org/wiki/File:Penicillin_core.svg
http://en.wikipedia.org/wiki/File:InsulinHexamer.jpg
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¸GLP Good Laboratory Practice ( ) 
¸GTP Good Tissue Practice( ) 
¸GCP Good Clinical Practice  ( ) 
¸ IRB  Institutional Review Board ( ) 
¸GMP Good Manufacturing Practice ( ) 
¸ADR Adverse Drug/Device Reactions ( ) 
¸GPvP Good Pharmacovigilance Practices ( ) 
¸GDP Good Distribution Practice ( ) 
¸GPP Good Pharmacy Practice ( ) 
¸RMP: Risk management plan( ) 
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1. U.S. FDA IND (July, 2004) 

2.  (Aug, 2010 ) 
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* 6 

# 8 

+  12 

ǯ   

SIDCER # / FERCAP#  Recognition certificate ( 2005-2012)  23 

AAHRPP# Accreditation (~2013) 2 

#SIDCER: Strategic Initiative for Developing Capacity in Ethical Review 
#FERCAP: The Forum for Ethical Review Committees in the Asian and Western Pacific Region  
#AAHRPP:The Association for the Accreditation of Human Research Protection Programs 
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2011/9/30
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2013/9/29
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TW FDA Approval Date 
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US FDA Approval Date 

Afatinib    

2006/10/1

2007/10/1

2008/9/30

2009/9/30
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2011/9/30

2012/9/29

2013/9/29

2006/10/12007/11/12008/12/12010/1/12011/2/12012/3/32013/4/3

TW FDA Approval Date 

EMA Approval Date -56 days  -131  days  

Mean Lag Time:655 days  Mean Lag Time:320 days  

* 2013 24  

É 24 655 320  
É Afatinib   
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Total Cases 
(up to date) 

NDA 
Approval 

NDA 
Review 

Phase III Phase II 
Phase  

I 
Others 

28 2 3 7 7 4 5 
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ʇ ῐ ᾙ ȸAfatinib  

ԓ 1 

ʇ ᾬ Ϛȸ ֵ PG2  

ʇ ᾬ Ѡ Ϛȸҳᾬ+ӡ Ṹ  
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ʇ Ԓ ▲ȸDificidȳFluarix Tetraȳ
XgevaȳBenlysta 

ʇ ▲ȸEdurantȳActemra  

ʇ Ғ ▲ȸNobelin XR 

F.C.TȳLinicor F.C.TȳTynenȳ
Repass F.C.ȳMeglide F.C.                                                                       
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29 RMP ǰ 

4 RMP: 
Carbamazepine, Rosiglitazone, 

TNF-alpha blockers, 
Pioglitazone  
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