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 District of Delaware Allows Generic Drug 
Manufacturers to “Carve Out” Two AstraZeneca 
Patents Claiming FDA-Approved Uses of Crestor 
BY JOSEPH M. O’MALLEY & RYAN H. COLETTI 

On December 15, 2010, the United States District Court for the District of Delaware granted a motion 
to dismiss nine related patent infringement actions intended to block Defendant generic drug 
manufacturers from marketing the cholesterol-lowering drug rosuvastatin calcium, marketed as 
Crestor®. AstraZeneca Pharmaceuticals LP, et al. v. Apotex Corp., et al., Nos. 10-338, 10-339, 10-
340, 10-341, 10-342, 10-343, 10-344, 10-345, 10-346, 10-584, slip. op. (D. Del. Dec. 15, 2010). In 
a consolidated opinion and order, Judge Robert B. Kugler held that AstraZeneca Pharmaceuticals LP 
and related Plaintiffs did not have standing to bring infringement claims under 35 U.S.C. § 271(e)(2) 
based on two patents claiming FDA-approved methods of using rosuvastatin calcium. Based on 
Defendants’ abbreviated new drug applications (“ANDAs”) that overlapped with some but not all of 
Plaintiffs’ Orange Book-listed patents, the Court held that there was no case or controversy because 
Defendants sought to manufacture and market the drug for FDA-approved indications that are not 
covered by any claim of Plaintiffs’ asserted patents.  

Between April and July 2010, AstraZeneca Pharmaceuticals LP, IPR Pharmaceuticals, Inc., AstraZeneca 
AB, and The Brigham and Women’s Hospital, Inc. (collectively, “Plaintiffs”) sued ten sets of generic 
drug manufacturers based on two method-of-use patents, U.S. Patent Nos. 6,858,618 (“the ’618 
patent”) and 7,030,152 (“the ’152 patent”). Accused Defendants include Apotex Corp., Aurobindo 
Pharma Limited, Cobalt Pharmaceuticals Inc., Cobalt Laboratories Inc., Glenmark Generics Inc., USA, 
Mylan Pharmaceuticals Inc., Par Pharmaceuticals, Inc., Sun Pharmaceuticals Industries Ltd., Teva 
Pharmaceuticals USA, Inc., Torrent Pharmaceuticals Ltd., Torrent Pharma Inc. and Sandoz Inc. 
(collectively, “Defendants”). 

The ’618 patent, claiming various methods of treating heterozygous familial hypercholesterolemia 
(“HeFH”), expires in June 2022, which includes a six-month pediatric exclusivity period. The ’618 
patent specifically excludes the use of the drug to treat homozygous familial hypercholesterolemia 
(“HoFH”). The ’152 patent claims methods of treating a person with normal cholesterol levels but with 
an elevated level of C-reactive protein by administering rosuvastatin calcium to reduce the risk of 
developing a future cardiovascular disorder. The ’152 patent expires in April 2018. The FDA has 
approved the use of rosuvastatin calcium for several indications, including for the treatment of HeFH, 
but also for the treatment of HoFH and elevated serum TG levels (hypertriglyceridemia), methods-of-
use not covered by either of Plaintiffs’ asserted ’618 or ’152 patents. 
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As early as 2007, Defendants submitted ANDAs to the FDA seeking approval to market generic 
versions of rosuvastatin calcium before the expiration of the ’618 and ’152 patents. As part of those 
submissions, several Defendants initially included Paragraph IV Certifications, signaling their belief 
that the relevant patents are invalid or will not be infringed by their proposed generic product. See 21 
U.S.C. § 355(j)(2)(A)(vii)(IV). Most Defendants either submitted or switched their Paragraph IV 
Certifications to “section viii statements” – so-called “carve out” statements – declaring that their 
ANDAs do not seek approval for any indication claimed by Plaintiffs’ patents listed in the Orange Book, 
including the ’618 and ’152 patents. See 21 U.S.C. § 355(j)(2)(A)(viii). 

In their motions to dismiss, Defendants argued that the Court lacked jurisdiction to hear Plaintiffs’ 
Section 271(e)(2) claims, the only provision under which Plaintiffs brought suit, because Defendants 
do not seek to market rosuvastatin calcium for any indication covered by the asserted ’618 and ’152 
patents. Defendants argued that any infringement claim based on Section 271(e)(2) can only be 
triggered when an ANDA contains a Paragraph IV Certification stating that the applicant seeks 
approval for an indication claimed by a relevant method-of-use patent. Plaintiffs responded that an 
ANDA triggers Section 271(e)(2) even if it seeks approval for only a non-patented indication. 
According to Plaintiffs, Defendants cannot avoid liability by carving out patented indications, such as 
the method to treat HeFH, that are FDA-approved. Otherwise, Plaintiffs argued, the ’618 and ’152 
patents would be “effectively worthless” because doctors could prescribe Defendants’ generic drug 
versions “off-label” for all FDA-approved indications regardless of whether Defendants’ products are 
specifically approved for an indication. 

Relying principally on the Federal Circuit’s 2003 decision in Warner-Lambert Co. v. Apotex Corp., 316 
F.3d 1348 (Fed. Cir. 2003) and the legislative history of the Hatch-Waxman Act, the Court held that 
Defendants were entitled to carve out patented uses from their ANDAs, even though the ’618 and ’152 
patents claim FDA-approved indications. (Slip op. at 24-27.) Although the patent at issue in Warner-
Lambert claimed a non-FDA approved indication, Judge Kugler noted that this was “a distinction 
without significance.” (Id. at 25.) According to the Court, “[t]he Federal Circuit has interpreted the 
Hatch-Waxman Act to permit generic manufacturers to carve out patented FDA-approved indications 
from their ANDAs.” (Id. at 26-27.) Thus, regardless of whether an ANDA contains a Paragraph IV 
Certification or a section viii statement, a district court has jurisdiction under Section 271(e)(2) only if 
“the ANDA actually seeks approval for a patented indication.” (Id. at 29 (emphasis in original).) A 
district court can make this determination, even at the early stages of an action on a motion to 
dismiss, by comparing the proposed labeling of an ANDA to the indications claimed in the asserted 
patents. Here, since Plaintiffs did not dispute that there was no “overlap” between the ’618 and ’152 
patents and the indications for which Defendants sought approval, the Court held that “there is no 
claim under Section 271(e)(2) and no justiciable controversy.” (Id.)  

Responding to Plaintiffs’ argument that dismissal of their claims would render the ’618 and ’152 
patents worthless, the Court invited Plaintiffs to assert “traditional” inducement claims under Section 
271(d). According to the Court, however, the “artificial cause of action” created by Section 271(e)(2), 
which makes the filing of (at least certain) ANDAs an act of infringement, does not extend to claims 
for “‘artificial’ inducement of infringement based on speculation about how some doctors may 
prescribe the generic drug” in the future. (Id. at 27.) 

Dismissing Plaintiffs’ claims against nine of the ten sets of Defendants, the Court also ordered sua 
sponte that Plaintiffs show cause why the Court should not dismiss their infringement claims against 
Sandoz, the lone Defendant not to move to dismiss Plaintiffs’ claims for lack of jurisdiction. 
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In spite of their victory, Defendants are not free to begin manufacturing and marketing generic 
versions of Crestor®. In February and March 2010, Judge Joseph J. Farnan held a bench trial in the 
District of Delaware concerning another of Plaintiffs’ Orange Book-listed patents covering the 
rosuvastatin calcium compound itself, U.S. Patent No. RE 37,314 ("the ’314 patent"). On June 29, 
2010, Judge Farnan held that the ’314 patent is valid and infringed by all defendants to that action. 
See In re Rosuvastatin Calcium Patent Litig., No. 08-1949, 2010 U.S. Dist. LEXIS 64475, at *55 (D. 
Del. June 29, 2010). As a result, the FDA cannot approve Defendants’ ANDAs prior to July 8, 2016, the 
expiration of the ’314 patent including pediatric exclusivity. Id. at *9. However, if Judge Kugler’s order 
dismissing Plaintiffs’ claims based on the ’618 and ’152 patents stands up to any appeal, Defendants 
may be able to trim Plaintiffs’ market exclusivity for Crestor® by as many as six years. 

 

  

If you have any questions concerning these developing issues, please do not hesitate to contact any of 
the following Paul Hastings New York lawyers: 
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