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for the generic and the FDA. As the FDA admitted, “Carving out patent-protected
language from the Precautions section of a label that pertains to a labeled use would
generally not be permitted.”s"

The FDA, at an impasse, essentially chose to punt on the issue, making no deci-
sion on the brand-name company’s citizen petitions. Instead, a resolution eventu-
ally arrived through the courts five years later, when a Brooklyn-based district court
judge invalidated the two bioavailability patents.’™ The judge held that, given what
was already known about the drug, it was obvious that Skelaxin would be better
absorbed if taken with food.* The supposed innovation named in the patents was
nothing new at all. Thus, the generic won its Paragraph IV challenge, and the FDA
approved the generic application in 2010, making the carve-out discussion entirely
moot.

The delay earned by King, however, was not a moot point. From the date that
the FDA accepted the first generic application to the date of approval, King’s tactics
delayed the entry of generic Skelaxin for almost a decade, despite the fact that the
company eventually found its new patents invalidated. The delay may have been
worth as much as $3 billion in sales’ — all over one sentence on a label and two
patents claiming the supposedly novel finding that Skelaxin is better absorbed when
taken with food.

A more recent carve-out conundrum shows how exclusivities can create con-
fusion in the carve-out process. In 2014, AstraZeneca received an Orphan Drug
Designation for Crestor, a popular cholesterol-lowering statin.'®> The designation
was granted because studies found that Crestor could be used for the treatment
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