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Thank you, Jan, for the kind introduction, and thanks to the IBA for inviting me to share with 

you my views on the role that antitrust agencies can play in protecting and promoting innovation.  

 

Before I dive into substance, 
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We have more recently begun to pay close attention to so-called patent assertion entities – 
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generic drug entry, and thus generic drug competition, while at the same time increasing brand 

name incentives to innovative.
8
 In the words of the legislation’s co-sponsor Representative 

Henry Waxman, this was the “fundamental balance of the bill.”
9
 Yet Representative Waxman 

noted for the Congressional record that the overarching goal of the legislation was to “provide [] 

low-cost, generic drugs for millions of Americans,” resulting in a “significant savings to people 

who purchase drugs”, including the taxpayer.
10

   

 

So what exactly were the contours of this “fundamental balance”?  Well, with respect to generic 

competition, Hatch-Waxman reconfigured the existing generic drug approval process in order to 

speed up generic drug introduction to the market, while at the same time ensuring that generics 

were as safe and effective as their branded equivalent
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settlements in 2012 alone.
26

  The years between 2005 and 2012 were lonely ones for the FTC, as 

we continued to fight pay-for-delay deals, and were viewed by increasingly hostile opponents as 

the “pay-for-delay Don Quixote tilting at windmills.
27

  Thankfully, however, we did not give up 

the good fight on behalf of consumers, competition, and ultimately innovation.  

 

Our dogged effort to balance the scales of innovation and competition continued with the Actavis 

case, which we filed in January 2009.
28

  The case involved a pay-for-delay settlement over the 

product Androgel, a topical gel used to treat male testosterone deficiency.  In finding against the 

FTC, the Eleventh Circuit noted in passing that from a brand drug firm’s perspective “no rational 

actor [] would take [the] risk” of investing millions of dollars in drug research and development 

“without the prospect of a big reward” in the form of a legal right to recoup monopoly profits.
29

  

In other words, the court erased competition from the congressional Hatch-Waxman equation 

balancing innovation and competition. 

 

Fortunately, not all courts agreed with the Eleventh Circuit. Shortly after the Eleventh Circuit’s 

Actavis decision, the Third Circuit found, in a case involving K-Dur, a drug used to treat low 

potassium levels, that antitrust did in fact apply to pay-for-delay agreements.  In so doing, the 

Third Circuit attached considerable weight to the “fundamental balance” of the Hatch-Waxman 

Act.  In words that were music to this FTC Commissioner’s ears, the K-Dur court said that 

“[j]udicial policy preferences such as those expressed by the Eleventh Circuit should not displace 

countervailing public policy objectives or, in this case, Congress’s determination – which is 

evident from the structure of the Hatch-Waxman Act and the statements in the legislative 

record.”
30

  

 

The Third Circuit’s decision created a clear split among the U.S. circuit courts with respect to 

pay-for-delay, thus clearing the path to the U.S. Supreme Court. The FTC was cautiously 

optimistic that the Supreme Court would find in our favor. After all, earlier in the year the 

Supreme Court had ruled in favor of the agency in the Phoebe Putney case (involving a hospital 

merger) in order to uphold “the fundamental national values of free enterprise and economic 

competition that are embodied in the federal antitrust laws.”
31

   

 

I believe that these “national values” went to the heart of the Supreme Court’s Actavis
32

 decision 

in which the Court held that antitrust laws apply to pay-for-delay agreements.  The Court 

rejected the scope of the patent test, finding that it conferred “near automatic antitrust 

immunity”
33

 on pay-for-delay settlements.  Instead, the Court found that the legality of 

agreements not to compete between a patent holder and a would-be rival are to be assessed using 
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Third, it’s important for industry and the private bar to understand that if the antitrust agencies 

won’t speak for competition, then who will?  You see - with all due respect to my European 

counterparts - 


