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

Drug
Development

License
Application

FDAEMA

Product
Release

FDA= Food and Drug Administration

EMA= European Medicines Agency (formerly EMEA)
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Pictures of safety and efficacy

tables from package insert

removed for publication
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  

CDER and CBER Act Differently

Number of NDAs in 2010: 87Number of BLAs in 2010: 6

NDA= New Drug 
Applications

BLA= Biologics License 
Application

e.g. “Traditional Drugs”e.g. Vaccines

Center for Drug Evaluation 
and Research

Center for Biologics 
Evaluation and Research

CDERCBER
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 http://www.fda.gov/BiologicsBloodVaccines/DevelopmentApprovalProcess/ucm209137.htm
(accessed 5Oct2011)
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 http://www.fda.gov/BiologicsBloodVaccines/DevelopmentApprovalProcess/ucm209137.htm
(accessed 5Oct2011)
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

 http://www.fda.gov/Drugs/DevelopmentApprovalProcess/
FormsSubmissionRequirements/ElectronicSubmissions/ucm248635.htm

 (accessed 5Oct2011)
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
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

 

 

 


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











You Discover Errors During Data Preparation
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


 

 



 

 

 
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







 




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

 





 




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










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




