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competition through the administrative process.114 This burden on plaintiffs is 
crushing.

Still other pathways exist for abusing the citizen petition process, despite the limi-
tations imposed by the amendments. As the FDA itself has noted, the 150-​day clock 
applies only when a citizen petition has the power to delay generic approval.115 If a 
citizen petition is filed before any generic application is submitted or before any 
generic application is “ready” for approval under the Hatch-​Waxman rules, the 150-​
day deadline does not apply, a scenario that the FDA says is the case in “many 
instances.”116 Thus, citizen petitions filed before a generic application is ready can 
serve as yet another obstacle, perhaps combined with strategies already in play.

Finally, the 150-​day limit applies to consideration of each petition, rather than pro-
viding a 150-​day maximum for how long generic approval can be put on hold. That 
leaves the door open for what the FDA has called “serial” petitions, in which multi-
ple petitions are filed about the same drug, frequently from the same petitioner.117 In 
the FDA’s 2011 report on citizen petitions, for example, it noted the following:

For example, the agency received its fourth [delay-​related] petition relating to the 
approval of ANDAs for topical ophthalmic products and a third [delay-​related] 
petition related to Doryx (doxycycline). The various submissions raised different 
scientific issues, requiring serial review of different arguments, rather than one 
comprehensive review of all pertinent arguments.118

By filing separate petitions at staggered times on disparate issues, a brand-​name 
company can force the FDA to spend time responding to each petition, thereby 
potentially lengthening the total delay by citizen petition far beyond 150 days.119

In our own review of citizen petitions, we came across a number of these peti-
tions related to Doryx, an antibiotic and antimalarial drug, revealing how staggered 
petitions can tax FDA resources and lead to substantial delay. One petition, filed in 
2004, suggests that a generic would need to file a suitability petition if its capsules 
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