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CDER’s 2013 Novel New Drugs
27 novel new drugs in CY 2013:’

’

Applications for new approvals remain steady 

Ten Year Historic Comparison

CDER’s NMEs of CY 2013: see pages 14 & 15 for what these drugs are used for.

Adempas Anoro Ellipta Aptiom Breo Ellipta Brintellix Dotarem Duavee Gazyva Gilotrif

Imbruvica Invokana Kadcyla Kynamro Luzu Lymphoseek Mekinist Nesina Olysio

Opsumit Osphena Pomalyst Sovaldi Tivicay Vizamyl

In 

27
NMEs

2013 
CDER approved 
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Ten Year Historic Comparison

From 2004 through 2012, 
CDER has averaged  

26
NME approvals per year

27 NMEs approved  
in CY 2013  

is similar to the  
average totals approved 

in the past decade 
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4 Impact on Public Health

33%
First-in-Class  

Drugs

Impact
Impact on Public Health 

First-in-Class
Adempas 

Imbruvica 

Invokana 

Kadcyla 

Kynamro 

Mekinist  

Sovaldi  

 

Noteworthy First-in-Class products include: 
 
Invokana -
Kadcyla -
Sovaldi -

Mekinist - 
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5Impact on Public Health

33%
Orphan Drugs

Orphan Drugs
Adempas 

Gazyva 

Gilotrif 

Imbruvica 

Kynamro 

Mekinist 

Opsumit 

Pomalyst 

“ ”
Noteworthy examples of rare diseases 
that now have new or additional 
effective treatment options include: 

- Imbruvica  
- Gazyva 

- Kynamro  
- Adempas and Opsumit 
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