
















 

 

 
 

 

 

 

 

 

  

 

 

 

   

 
 

  
 

 

                                                 
   

 

Table 3 

Petitions Resulting in Approval Delays 


During Fiscal Years 2008-2015 


FY # of Petitions # of Delayed Approvals 

F
is

ca
l Y

ea
r 

2008 1 2 ANDAs 

2009 1 1 ANDA 

2010 1 1 ANDA 

2011 1 1 ANDA 

2012 0 0 

2013 1 2 ANDAs 

2014 1 1 505(b)(2) 

2015 3 1 505(b)(2) and 1 ANDA10 

Total 9 10 

V. CONCLUSIONS 

The Agency continues to be concerned that section 505(q) may not be discouraging the 
submission of petitions that are intended primarily to delay the approval of competing drug 
products and do not raise valid scientific issues.  The statute requires FDA to prioritize these 
petitions above other matters, such as safety petitions, that do raise important public health 
concerns. As a result, FDA remains concerned about the resources required to respond to 505(q) 
petitions within the 150-day deadline at the expense of completing the other work of the Agency.   

10 Two petitions impacted the approval date of the same ANDA and one petition impacted the approval date of one 
505(b)(2) application. 
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