Pay-for-Delay as a Bottleneck to Entry 39

Thus, the first filer theoretically can create an absolute bottleneck by never
starting the clock on its six months. In its early 2002 report on pay-for-delay, the FTC
referred to this as “park[ing]” the exclusivity period.’s Parking the exclusivity period
was less of a problem before a set of Federal Circuit cases in 1998. Until that time,
the FDA had ruled that a generic applicant making a Paragraph IV certification
had to win its patent infringement suit in court, in order to receive the six-month
exclusivity period — the “successful defense” requirement. A settlement would not
be enough. Two Federal Circuit cases in 1998 ruled that this was not the case, leav-
ing the door open to settlements in which the generic could still enjoy its exclusivity
without winning a challenge.’® This created the so-called bottleneck.””

As part of the 2003 Medicare Modernization Act, Congress made changes to
Hatch-Waxman that can cause a generic first filer to lose its six months of exclusivity,
a change that was meant to close the first-filer bottleneck.”® This “forfeiture” provi-
sion sets out a number of scenarios that can take away the exclusivity period. Notably,
exclusivity can supposedly be forfeited in certain circumstances. This should occur
if commercial marketing does not take place (1) within 75 days of the drug receiving
final approval, or (2) within 75 days of the generic manufacturer either winning a
case or entering into a settlement finding the brand-name patents to be invalid or
not infringed.” The generic company also may forfeit its exclusivity period if it does
not secure tentative approval from the FDA within 30 months of submitting its appli-
cation.® Provisions such as these were meant to close the pay-for-delay roadblock
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