
 

  1 
 

1 

D.C. Circuit Rejects FDA’s Interpretation of 
"Failure to Market" Forfeiture Provisions  
BY DAVID M. CONCA AND ANTHONY MICHAEL 

On March 2, 2010, in Teva Pharmaceuticals USA, Inc. v. Sebelius, the D.C. Circuit rejected the FDA’s 
interpretation of the “failure to market” forfeiture provisions of the 2003 Medicare Modernization Act 
amendments (“2003 MMA amendments”) to the Hatch-Waxman Act. Appeal No. 09-5281 (D.C. Cir. 
Mar. 2, 2010). The FDA had applied its interpretation in two prior instances to trigger a generic 
company’s exclusivity when a branded company delisted an Orange Book patent for which a 
Paragraph IV certification had been filed. In Teva, the court ruled that the FDA’s “plain language” 
statutory interpretation was erroneous. 

The D.C. Circuit had previously interpreted the Hatch-Waxman Act as it existed before the 2003 MMA 
amendments to prohibit the FDA from delisting an Orange Book patent for which a Paragraph IV 
certification had been filed because “an FDA policy that allowed brand manufacturers to strategically 
delist challenged patents, thereby unilaterally stripping generic manufacturers of marketing 
exclusivity, was ‘inconsistent with the structure of the statute.’” Ranbaxy Labs. Ltd. v. Leavitt, 469 
F.3d 120, 125 (D.C. Cir. 2006). 

The 2003 MMA amendments to Hatch-Waxman added forfeiture provisions to the statute, whereby a 
generic can lose its 180-day exclusivity under certain circumstances. For example, the 2003 MMA 
amendments provide that a generic company forfeits its 180-day exclusivity if the patent information 
submitted by the branded company is withdrawn. See 21 U.S.C. § 355(j)(5)(D)(i)(I)(bb)(CC). The 
2003 MMA amendments further provide for a declaratory judgment counterclaim by a generic 
applicant to force a branded company to delist erroneously listed patents. See 21 U.S.C. § 
355(j)(5)(C)(ii). Based on these changes in the statute (excerpted below), the FDA interpreted 
subsection (bb)(CC) of the 2003 MMA amendments literally, so that exclusivity was forfeited whenever 
patent information was withdrawn by the branded company:  

(I) FAILURE TO MARKET.— The first applicant fails to market the drug by the later of—  
 
(aa) the earlier of the date that is— 

(AA) 75 days after the date on which the approval of the application of 
the first applicant is made effective under subparagraph (B)(iii); or  

(BB) 30 months after the date of submission of the application of the 
first applicant; or 
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(bb) with respect to the first applicant or any other applicant (which other applicant 
has received tentative approval), the date that is 75 days after the date as of which, 
as to each of the patents with respect to which the first applicant submitted and 
lawfully maintained a certification qualifying the first applicant for the 180-day 
exclusivity period under subparagraph (B)(iv), at least 1 of the following has occurred: 
 

(AA) In an infringement action brought against that applicant with 
respect to the patent or in a declaratory judgment action brought by 
that applicant with respect to the patent, a court enters a final decision 
from which no appeal (other than a petition to the Supreme Court for 
a writ of certiorari) has been or can be taken that the patent is invalid 
or not infringed. 

(BB) In an infringement action or a declaratory judgment action 
described in sub item (AA), a court signs a settlement order or consent 
decree that enters a final judgment that includes a finding that the 
patent is invalid or not infringed. 

(CC) The patent information submitted under subsection (b) or (c) is 
withdrawn by the holder of the application approved under subsection 
(b). 

21 U.S.C. § 355(j)(5)(D)(i)(I) (emphasis added). 

In Teva, Teva had filed Paragraph IV certifications against one patent listed in the Orange Book for 
Merck’s Cozaar® and Hyzaar® products. Teva, Slip Op. at 8-9. Merck did not sue, but instead asked 
the FDA to delist the challenged patent. Id. Faced with two prior FDA rulings (against other generics 
on different products) ordering forfeiture of the 180-day marketing exclusivity based on patent 
delisting, Teva challenged the FDA’s interpretation when it learned that Merck’s patent had been 
delisted. Id. The district court granted summary judgment upholding the FDA’s interpretation. 

On appeal, Teva argued that the declaratory judgment provisions added by the 2003 MMA 
amendments should be the only scenario in which the FDA may delist a challenged patent. Id. at 23-
24. Teva also argued that the court’s prior Ranbaxy decision condemned any other delisting of 
challenged patents because such action “diminishe[d] the incentive for a manufacturer of generic 
drugs to challenge a patent . . . in the hope of bringing to market a generic competitor for an 
approved drug without waiting for the patent to expire.” Id. at 24-25 (citing Ranbaxy, 469 F.3d at 
126). Teva reasoned that nothing in the 2003 MMA amendments altered the essential incentive 
structure that Congress had set forth in the Hatch-Waxman statute. Id. 

The court framed the issue as “whether the FDA is right that the 2003 addition of the ‘failure to 
market’ forfeiture provision, 21 U.S.C. § 355(j)(5)(D)(i)(I), altered the statute’s incentive structure to 
the point that Ranbaxy’s reasoning no longer controls the agency’s treatment of a delisting request in 
the wake of a paragraph-IV filing.” Id. at 26. The court initially rejected Teva’s arguments that 
declaratory judgment delistings are the only delistings permitted under Hatch-Waxman. Id. at 24 (“As 
the FDA notes, there is simply no express preclusion of non-counterclaim delistings, or of such 
delistings[] triggering forfeiture, in either of the places one might expect to find one, the counterclaim 
section or (CC).”). But in ultimately ruling for Teva, the Teva court read the statute as a whole, stating 
that all of the other forfeiture provisions required some participation by the generic and, therefore, 
subsection (bb)(CC) must not be read such that brand companies “should be newly able to delist 
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challenged patents, thereby triggering a forfeiture event that deprives generic companies of the period 
of marketing exclusivity they otherwise deserve.” Id. at 27-29. 

While not completely unexpected in light of the court’s Ranbaxy ruling, Teva appears to foreclose 
under the 2003 MMA amendments to Hatch-Waxman the triggering of the forfeiture of a generic’s 
180-day marketing exclusivity based on unilateral delisting of an Orange Book patent for which a 
Paragraph IV certification had been submitted. 
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