




III. Consumers Have Benefitted from the Hatch-Waxman Act. 

Since the enactment of the Hatch-Waxman Act, American consumers have had greater access to generic drugs at 





the bounds of the rights of the patentee or copyright holder and towards agreements that too often make teammates 
out of rivals." (29)  

As noted earlier, the Federal Trade Commission has initiated several investigations of agreements between branded 
companies and their generic counterparts. These investigations were initiated when Commission staff became aware 
of the agreements -- often months, and sometimes over a year, after the agreements were made. Although the 
Commission has the authority to seek disgorgement or restitution of ill-gotten gains from the companies, (30) 
consumers pay millions of dollars in higher prices during the pendency of these often-complicated investigations.  

Accordingly, a system of filing with the FDA could assure better detection of anticompetitive arrangements that harm 
consumer welfare. If the FDA suspected the possibility of anticompetitive effects in connection with a particular 
agreement, it could share that agreement with the antitrust authorities pursuant to a confidentiality agreement that 
would protect the commercial interests of the parties to the agreement.  

VII. Conclusion. 

The FDA has proposed to amend its rules to implement the Hatch-Waxman Act by clarifying which applicants are 
eligible for the 180-day marketing exclusivity and by placing a time limit on when the first-filing ANDA applicant must 
trigger its rights to obtain the 180-day marketing exclusivity period. Staff of the Bureau of Competition and of Policy 
Planning at the FTC support the FDA's proposed rule for the reasons articulated in this comment. In addition, the 
FDA may wish to consider a requirement that all patent litigation settlement agreements and agreements related to 
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21. Id. at 5.  

22. Id. at Ch. III, p. 17.  

23. H.R. Rep. No. 98-857, 98th Cong., 2d Sess., Pt. 1 at 14 (1984), reprinted in 1984 U.S.C.C.A.N. 2647.  
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