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An NDA at the FDA 
Understanding the Drug Approval Process 



Objectives 

• What are the statutory requirements 
for drug approval? 

• What is the typical timeframe for drug 
discovery and drug approval? 

• What are the different approval 
tracks? 

• What is expanded access? 
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CDER Mission 

CDER’s mission is to: 
• Promote the public health by helping to ensure 

the availability of 
• Protect public health by promoting the  
   of marketed drugs 
• Protect public health by helping to ensure the 

quality and integrity of marketed drug 
products 

safe and effective drugs 
safe use 

quality and integrity 
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Six Stages of Drug Development 

1 – Pre-Clinical 2 – IND Submission 3 – Clinical Studies 

4 – NDA Submission 5 – FDA Review 6 – FDA  Action 
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Drug Discovery Timeline 

http://www.tech-res-intl.com/TRIbune/Winter-2015/TRITribune-Winter2015-Article3.html 

What role does FDA play in the drug discovery process? 



Pre-Clinical 
• Drug sponsor’s discovery and screening phase 
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IND Submission 
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Clinical Studies 

• Drug sponsor’s clinical studies/trials 
• FDA/CDER does not test new drugs 
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Clinical Studies 
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• Drug sponsor’s clinical studies/trials 
• FDA/CDER does not test new drugs 

 



Clinical Studies 
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• Drug sponsor’s clinical studies/trials 
• FDA/CDER does not test new drugs 

 



Flexible Trial Design 
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• FDA supports flexible approach to drug 
development 

 XURIDEN 

Patient 
1 

Patient 
2 

Patient 
3 

Patient 
4 

Sex Male Female Male Male 

Race White White White White 

Age 
(years) 6 19 7 3.5 

Corlanor 
 



NDA Submission and Review 
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NDA Review Timeline 



NDA Submission and Review 
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FDA Action 

15 



Post-Marketing 
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• Once FDA approves a drug, the post-marketing 
monitoring stage begins.  

• The sponsor (typically the manufacturer) is 
required to submit periodic safety updates to the 
FDA 

• Sentinel  
• MedWatch 
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FDA in Drug Approval 

18 



FDA in Drug Approval 
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Expedited Development Pathways 
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Drug Discovery Timeline 



Expanded Access 
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• What is expanded 
access? 

• Am I protected from 
risks? 

• Will I qualify if I meet the 
criteria? 

• How do I submit an 
application? 



Expanded Access 
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NDA at the FDA 
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