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Theme 1:
Declining NME output
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Theme 2:
Rising Clinical Development Times
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Theme 3:
Drug Safety
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Percentage of Products Withdrawn for 
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Theme 4:
Attractiveness of US Market
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ConclusionsConclusions

NME output has declined in PDUFA era. 

Increase in clinical development times has offset 
reduction in NDA approval times and delayed 
time to market.

Despite slight rise in percent of products 
withdrawn for safety reasons after 1993, there is 
no correlation between approval time and 
likelihood of safety withdrawal. 

The US remains an attractive market for first 
launch of new prescription drugs.



Moving ForwardMoving Forward

FDA should work with industry to 
identify and address regulation-
related causes of lengthening clinical 
development times. 

FDA should focus on understanding 
the assessment of post approval drug 
risks and improving the process of 
identifying and responding to drug 
safety problems. 
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