


(A) the manufacture, marketing, or sale of the brand name drug that is the listed drug in 
the ANDA involved; 

(B) the manufacture, marketing, or sale of the generic drug for which the ANDA was 
submitted; or 

(C) the 





Procedure 41(a) to secure a dismissal- a dismissal that was necessitated by Watson's ANDA 
conversion, which deprived the court of subject mater jurisdiction. We note that either party 
could have unilaterally advised the court of Watson's ANDA conversion and moved to dismiss 
the case. No joint stipulation was required to secure dismissal. And even where a joint 
stipulation is required to secure the action the parties desire, that fact does not preclude the 
existence of an agreement between the litigants concerning the sale of an ANDA product (which 
triggers a filing obligation under the MMA). In any event, the stipulation here goes beyond a 
simple agreement to seek dismissal of the case. Watson's agreement provided for notice to 
Sanofi and included terms regarding the application of the 30-month stay of FDA approval. 
These provisions concern the sale of Watson's ANDA product and so are covered by the MMA, 
whether or not Watson would be subject to those requirements in the absence of the stipulation. 
Nothing in the MMA requires that the agreement have an actual effect on the sale ofthe generic 
product. 

The MMA Required Filing of the Sanofi-Synthon Agreement 

The other agreement at issue is a joint motion and stipUlated order seeking a stay of 
Sanofi's Hatch-Waxman patent infringement suit against Synthon during the pendency of the 
U.S. Patent and Trademark Office's inter partes reexamination of the Ambien CR patent. Under 
the terms of the stipulated order, Synthon agreed that during the pendency of the stay it would 
provide Sanofi with 120-days notice of its intention 
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We also note that the MMA's filing requirement is not burdensome. Unlike the Hart­
Scott-Rodino ("HSR") premerger filing regime, the 


