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of generic-related citizen petitions each year has not decreased. In 2003, 12 generic
delay-related petitions were filed; in 2010, that number had more than doubled to 31.
In that same time frame, delay-related petitions had also doubled as a proportion of
all citizen petitions, with delay-related petitions filed by pharmaceutical companies
constituting 20 percent of all citizen petitions by 2010, including those related to
food, cosmetics, and medical devices. We will return to the rest of our empirical
research on citizen petitions in Chapter s.

The 505(q) amendment’s most biting provision also has proven difficult to
apply. Recall that the statute allows the FDA to deny petitions summarily, but
only when they are both 1) submitted for the main purpose of delay and 2) raise
no valid scientific or regulatory issues on their face. Proving both of these require-
ments concurrently has turned out to be quite difficult, with the FDA calling it
a standard that is “extremely difficult to meet.”** In fact, since the amendments
took effect in fiscal year 2008, the FDA has never applied the summary denial
provision."®

In theory, the wounded would-be generic could file a lawsuit asserting that the
brand-name company engaged in anticompetitive behavior by submitting a sham
citizen’s petition. Such a lawsuit is unlikely to succeed, however.™ The difficulty
flows back to Noerr-Pennington, a line of Supreme Court cases from the 1960s that
establishes a general right to petition the government without fear of antitrust lia-
bility."> Noerr-Pennington does carve out an exception that allows antitrust liability
when petitioning the government constitutes a sham filing that is meant merely to
interfere with a competitor.”> The Supreme Court, however, has set an extremely
high standard for demonstrating that a legal petition is a sham. Specifically, the
petition must be objectively baseless — which means that no reasonable petitioner
can realistically expect success on the merits — as well as subjectively baseless —
which means that the petition tries to conceal an attempt to interfere directly with
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