
Bureau of Competition 
Office of the Director 

Joseph J. Simons 

UNITED STATES OF AMERICA 

FEDERAL TRADE COMMISSION 
WASHINGTON, D.C. 20580 

Paul, Weiss, Rifkind, Wharton & Garrison LLP 
2001 K Street, N.W. 
Washington, D.C. 20006 

E. Anthony Figg 
Rothwell, Figg, Ernst & Manbeck, P.C. P.CTj
ET
BT
/Suspect <</Conf 0 >>BDC 
/T1_1 1 Tf
0.011 Tc 11.4 0 0 11.4 106.35 7SusT
/T1_7.796et, 



to cover the branded drug product is invalid or not infringed). Section 1112(a)(2) of the Act 
specifies that such an agreement must be filed if it concerns: 

(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 Hatch-Waxman 180-day exclusivity period as it applies to an ANDA based on the 
same brand name drug. 

Companies must also file the text or a written description of any agreements between them that 
are contingent upon, provide a contingent condition for, or are otherwise related to an agreement 
that is required to be filed under the provisions set forth above. MMA § 1112(c)(2). 

The only exclusion from the Act's filing requirement is an exception for agreements that 
solely concern: (A) purchase orders for raw material supplies; (B) equipment and facility 
contracts; (C) employment or consulting contracts; or (D) packaging and labeling contracts. 
MMA § 1112(c)(1). 

Parties must file their agreements within 10 business days of execution. MMA § 1113. 
The failure to file may result in an action for civil penalties and other relief in a United States 
district court by the Commission or the Department of Justice. The penalty may be up to 
$11,000 for each day a party is in violation of the Act's notification requirement. 

The MMA Required Filing of the Sanofi-Synthon Agreemenf 

The 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 to begin marketing a generic Ambien CR. 

On its face, the joint stipulation falls within the MMA's filing requirement: (1) it is an 
agreement between a brand name drug company and a generic applicant that has submitted a 
Paragraph IV ANDA; and (2) the agreement concerns the marketing of the ANDA product. 

First, the joint stipulation is an "agreement" within the meaning of the MMA, regardless 
of whether its terms had binding effect without court action. The parties agreed on the terms to 
propose to the court. Nothing in the MMA suggests that such an agreement is exempt from the 
statute. 

2 The agreement discussed in this letter is contained in a public court filing and thus the 
terms of the agreement are publicly available. 
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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. 

Finally, the MMA required the filing of the joint stipulation even if the prior notice 
obligation abs7rd 



the Commission. The decision to close the investigation should not be construed as a 
determination that no violation occurred. The Commission reserves the right to take such further 
action as the public interest may require.3 

Richard A. Feinstein 
Director 

3 The Commission is placing this letter on the public record, in part, to serve as a reminder 
to industry members of their filing obligations under the MMA. We will consider enforcement 
recommendations, including appropriate penalties, in the future when the MMA filing requirements 
have not been met. 
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