






AstraZeneca Phannaceuticals LP, 

AstraZeneca UK Limited, [PR 

Phannaceuucals Inc., and 

Shionogi Seiyaku Kabushiki Kaisha. 


Plaintiffs, 
Civ. No. 08-426-JJF-LPS 

v. 

Teva Pharmaceuticals USA, 

Defendant. 

REPORT Ar.m rutCOMMENDATI~N 
REGARDING MOTIONS' TO nIS.MI~S [CORRECTED 12/22/08] 

The Plaintiffs in these cases - AstraZeneca Pharmaceuticals LP, AstraZen~ UK 

Limited, IPR Phannaceuticals Inc., and Shionogi Seiyaku Kabushiki Kaisha (collectively 

"AstraZeneca" or "Plaintiffs") - bdng suit against numerous defendants (who are described in 

the next section) alleging patent infringement. AstraZeneca holds all substantial rights in U.S. 

Patent No. RE37,314 (the '" 314 patent"), entitled "Pyrimidine Derivatives." Exercising its rights 

under the '314 patent, AstraZeneca manufactures and sells a drug under the brand name 

"Crestor." 

Each of the mtdtiple defendants is involved in some way with the filing ofan Abbreviated 

New Drug Application ("ANDA") with the U.S. Food and Drug Administration (<<FDA"). Some 

or all of the defendants wish to manufacture, import, use, andlor sell generic versions of a drug 

that AstraZeneca alleges would infringe its'314 patent. 

Now before the Court are six motions to dismiss. Despite the large number ofparties and 

motions, the. issues requiring decision at this time are just thr~; (i) must the Court dismiss 
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activity they engaged in to prepare their ANDAs came within the ~'safe harbor" of § 271(e)(I); to 

"eviscerateD" this protection would "revers[e]" Congress' intentions. Tr. at 12.30. Finally, the 

Moving Defendants observe that the entirety ofthe relief AstraZeneca seeks by its § 271(a) 

action is relief already available to AstraZeneca if it prevails on its § 271 (e) action, and this 

"redundancy" is yet another basis for rejecting Count II. Tr. at 17·18. 

I agree with the Moving Defendants that Count II should be dismissed. As has already 

been described, the Hatch-Waxman Act establishes an elaborate and specific framework for 

promoting expeditious resolution of patent disputes relating to ANDA filings. Nothing in the 

Hatch-Waxman Act appears to contemplate that a patentee, at the same time it pursues the 

§ 271(e) action created for it by the Act, would also pursue an ordinary § 271(a) patent 

infringement action on the same patent and based on all the same facts. 

There is not at present a controversy of"sufficient immediacy" between AstraZeneca and 

the Moving Defendants to permit a declaratory judgment to be awarded under § 271(a). The 

filing of these lawsuits triggered the automatic 30-month stay of FDA approval of each of 

Defendants' ANDAs. The Defendants cannot manufacture, import, market, or sell their 

proposed generic drug in the United States without FDA approval, but FDA approval cannot 

come until the earlier ofthe expiration ofthe stay or the conclusion ofthis litigation. Absent 
[CORRECTION February 20llJ 

further order of the Court, the stay will remain in place until Jtll1e 2916, trial in this action is not 

scheduled to occur until February 2010. Hence, today - in November 2008 - there is simply no 

sufficient immediacy to the controversy AstraZeneca seeks to press in its Count II. 

Moreover, to permit the § 271 (a) action to proceed seems to me to be inconsistent with 

Congressional intent. Congress evidently believed that a patentee in AstraZeneca's position did, 
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The parties are directed to the Court's Standing Order In Non-Pro Se Matters For 

Objections Filed Under Fed. R. Civ. P. 72, dated April 7, 2008, a copy of which is available on 

the Court's website, www.ded.uscourts.gov/StandingOrdersMain.htm. 

.Dated: November 24, 2008 Holt::f;.~
[CORRECTED 12/22/2008] UNITED STATESMA<:HSTRATE JUDGE 
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