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Final Settlements Involving First Filers 

 43 settlements involve generics eligible for 180-day first-filer exclusivity.  

o 23 settlements contain both compensation to the generic manufacturer and 

a restriction on the generic manufacturer’s ability to market its product. 

o 16 settlements restrict the generic manufacturer’s ability to market its 

product, but contain no explicit compensation. 

o 4 settlements contain no restrictions on generic entry. 

Comparing FY 2012 to Prior Years 

In FY 2012, a record number of settlements involved potential pay-for-delay 

agreements. The 40 final settlements potentially involving pay for delay in FY 2012 

represent a significant increase compared to FY 2011 (in which 28 potential pay-for-

delay agreements were filed with the Commission), even though the total number of final 

settlements was similar in the two years.2  

Further, the Commission received a record number of potential pay-for-delay 

settlements involving a no-AG commitment as a form of compensation. The 19 such 

settlements received by the Commission in FY 2012 were significantly greater than FY 

2011 (in which 11 settlements had compensation in the form of a no-AG commitment) 

and FY 2010 (with 15 such settlements).  

Despite the record number of potential pay-for delay settlements in FY 2012, the 

vast majority of patent settlements (greater than 70%) continued to be resolved without 

compensation to the generic manufacturer. 
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