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months right before generic approval, and the claims are eventually denied by the
FDA. That bitter Seville orange juice does increase absorption and peak drug con-
centration, after all. The bigger question: does it really matter? The FDA rarely
thinks so. Papers by Michael Carrier, Daryl Wander, and Carl Minniti found that
the FDA denied 81 percent of generic-related petitions between 2001 and 2010,
and g2 percent of petitions between 2011 and 2015, with denial rates as high as
92 percent in 2005, 96 percent in 2012, and even 100 percent in 2015.% It is hard
to argue that these pharma-authored petitions are vocalizing legitimate concerns
when the denial rate is so high. In many cases, the ulterior motives are just too
hard to ignore.

Citizen petitions have played a prominent role in other obstruction strategies as
well. Chapter 3 described a clause in which Endo Pharmaceuticals agreed to pay
a company only if sales of Endo’s drug Opana ER dropped below a certain level, a
threshold that would only be met if the market for the drug significantly lessened —
through a product hop, for instance. It turns out that Endo’s product hop involved
a switch from “Opana ER” to “Opana ER CRF,” a crush-resistant form of the drug.
As an opioid painkiller, Opana had been abused by people snorting the drug — the
crush-resistant form was meant to solve this problem. Unfortunately, this change
merely led abusers to begin injecting the drug instead, leading to a severe HIV out-
break covered on NPR’s All Things Considered.5

The switch, however, may have had benefits for the company and raises suspi-
cion in a number of ways. In particular, the switch to a new formulation occurred
right as Endo was nearing generic competition, and the company completely
removed the old, non-crush-resistant version from the market as soon as it received
approval for the new version. The company then filed a citizen petition asking the
FDA to deny any non-crush-resistant generic forms of Opana ER, also asking it to
certify that Opana ER was withdrawn from the market for safety reasons to block
future generic certifications.” Then, worried about impending generic entry (while
also advancing a safety-related argument), it sued the FDA to speed up review of
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