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While the Court of Appeals for the Third Circuit appeared to easily see through the
intent of the two parties’ side deal in K-Dur, getting to the bottom of a settlement is
not always so easy. Clarity is particularly difficult to achieve when companies settle
multiple Hatch-Waxman cases at once, distributing the payoffs in a way that quickly
becomes quite complex.

Consider the case of In re Lipitor, which involved one of the most tangled sets
of agreements in all of generic delay.”” Lipitor, a statin used to lower cholesterol, is
widely known as the bestselling drug in history, with more than $125 billion in sales
between 1996 and eventual generic entry in late 2011.° It is no surprise that Lipitor’s
manufacturer, Phizer, went to unprecedented lengths to protect the monopoly on
its ultrablockbuster. A protracted six-year battle between Phizer and the first generic
filer, Ranbaxy, led to a settlement including delayed entry for generic Lipitor.”
Scrutiny of this settlement then led to multiple class action lawsuits.*

Together, the resulting litigation implicated issues allegedly including, but not
limited to, sham litigation, sham patent obtainment through data falsification,”
Orange Book listings (and patents not listed in the Orange Book), petitions filed
with the FDA, multiple and staggered lawsuits, multiple settlements, and even pur-
poseful generic application approval delay on the part of Ranbaxy through delays in
moving generic manufacture to an FDA-approved facility.> For the sake of providing
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