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(A) the manufacture, marketing, or sale of the brand 



First, the filing requirement applies notwithstanding Watson's conversion to a Paragraph 
III certification. Section 1112 applies where the generic "has submitted" an ANDA containing a 
Paragraph IV certification. Unlike other provisions in the MMA, Section 1112 does not require 
that the generic applicant maintain an active Paragraph IV ANDA.3 

The language of the statute and its use of the present perfect tense, "has submitted," does 
not limit Section 1112's application to generic applicants that maintain their Paragraph IV 
certification.4 Indeed, such a limitation would create a substantial loophole in the statute: It 
would enable a generic applicant to evade the filing requirement simply by converting its 
Paragraph IV certification before entering into an agreement with the brand name drug fum. 
Any suggestion that Congress intended such a result cannot be squared with either the language 
or the underlying policy goals of the statute. Had Congress so intended, it could easily have 
drafted the legislation to accomplish such a limitation. See note 3 supra. 

Second, nothing in the statute requires that the elements of a legally binding contract 
must be satisfied to trigger the filing requirement. Congress used the term "contract" in other 
parts of the MMA, but used the term "agreement" in Section 1112, a word whose customary 
meaning is merely something that two parties consent to. Thus, the language of the Act 
forecloses an argument that a joint stipulation need not be filed absent an exchange of 
consideration. 5 

Third, the joint stipulation is an agreement "regarding the manufacture, marketing, or 
sale of the generic drug for which the ANDA was submitted." MMA § 11I2(a)(2)(B). That is 
the case notwithstanding that the stipulation was filed pursuant to Federal Rule of Civil 
Procedure 4I(a) to secure a dismissal- a dismissal that was necessitated dbg was wr'13 Tc 7Tj(B). )c 3.65 0 Td
(term )Tjition. to. 






