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Types of New Drugs approved in 2018 

Total 108 

Types Domestic Import 

Numbers  16 92 

Numbers 
(%) 

14.8 % 85.2 % 

Types Chemical Biologics Chemical Biologics 

Numbers  16 0 61 31 

Numbers 

New chemical 
entity  

3 

4 

Vaccine 0 
New chemical 
entity  

33 

46 

Vaccine 1 

New 
combination 

1 Plasma derivative 0 
New 
combination 

8 Plasma derivative 1 

New indication 0 Toxoid 0 New indication 4 Toxoid 1 

New route of 
administration 

0 
Biotechnological 
products 

0 
New route of 
administration 

1 
Biotechnological 
products 

28 

New dosage 
forms 

4 

12   

New dosage 
forms 

1 

15   New dosage & 
administration 

1 
New dosage & 
administration 

4 

New strength 7 New strength 10 
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Statistics of New Drug Approval 

2017 2016 2015 2014 2013 2012 year 2018 

166 136 170 135 122 80 74 number 108 

2011 
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Received 

Accomplished 

NCE/BLA 
Medium  
Review Time 
(Day) 

Number of accomplished and received cases  
and review time of NDA 

*Calculation of Review Time does not include RTF cases 
 (RTF policy has been implemented since 2017) 
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Data From：CIRS, FDA, EMA web site 
 2018 Data of Japan is not available  
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NCE/BLA Review Time in Taiwan and other countries 
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Information 
Database 

Enhancing Review 
Efficiency 

Easy to 
Retrieve 

Paperless 

 E-Platform for Review & Submission  
has been available since 2018! 


