
 

  

 

 

 

  

 

 

  

 

 
 

 

FEDERAL  TRADE COMMISSION  

BUREAU  OF  COMPETITION  

DEPARTMENT  OF  JUSTICE  

ANTITRUST  DIVISION  

MEDICARE PRESCRIPTION DRUG, IMPROVEMENT, AND MODERNIZATION ACT  

FILING PURSUANT TO  SECTION 1112  

Date of Agreement: 

Name of Filer: 

Parties to Agreement(s): 

Civil Action No(s).: 

IPR Case No(s): 

Subsection under which 

agreement is being filed: 

Related to a previously 

submitted agreement? 

If yes, agreement number: 

a b 

Yes No 

DRUG INFORMATION 

NDA(s): 

ANDA(s): 

ANDA(s) Filing Dates(s): 

Has any party of the
agreement been granted
first filer status by the FDA 
(pursuant to 21 U.S.C. 
355(j)) for an ANDA 
covered by the agreement? 

Brand Product Name: 

Generic Product Name: 
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