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FDA Revokes Final ANDA Approval, Determining That a 
Preliminary Injunction Extends the 30-Month Stay 

BY PRESTON K. RATLIFF II, BRUCE M. WEXLER & ANTHONY MICHAEL 

On Friday, September 17, 2010, the FDA issued a decision revoking final approval for Teva’s ANDA for 
a generic version of Aricept® (donepezil hydrochloride), Eisai’s billion-dollar-a-year medication for the 
treatment of Alzheimer’s disease. In a matter of first impression, the FDA concluded that it had issued 
final approval of Teva’s donepezil ANDA in error because a preliminary injunction awarded to Eisai 
prior to the expiration of the 30-month stay triggered an extension of the stay of approval until a 
court decision on the merits of the litigation. To the extent a case schedule cannot result in a final 
decision before the expiration of the 30-month stay, the FDA’s ruling reinforces the importance of 
seeking preliminary injunctive relief in sufficient time to allow a court to decide the motion before the 
expiration of that stay. 

The FDA also concluded, applying the pre-Medicare Prescription Drug, Improvement, and 
Modernization Act of 2003 (“MMA”) framework, that Teva was not entitled to final approval because its 
ANDA was blocked by generic drug manufacturer Ranbaxy’s eligibility for 180-day exclusivity. The FDA 
found that Teva was not entitled to “shared exclusivity” because Teva’s and Ranbaxy’s ANDAs were 
not mutually blocking one another. 

The FDA mailed a copy of its decision to Chief Judge Brown of the U.S. District Court for the District of 
New Jersey in response to a motion by Teva seeking to modify the preliminary injunction. 

A copy of the FDA’s decision and letter (“Ltr.”) is available here. 

Background 

The FDA’s decision comes on the heels of a hotly contested dispute concerning Teva’s efforts to 
market a generic version of Eisai’s Aricept® drug product in the face of five Orange Book-listed 
patents. As explained in the FDA’s ruling, Ranbaxy was the first ANDA applicant and submitted a 
paragraph III certification to the basic compound patent, U.S. Patent No. 4,895,841 (“the ’841 
patent”), and paragraph IV certifications to the four other listed patents. (Ltr. at 2.) Teva then filed an 
ANDA with a paragraph IV certification to the ’841 patent. Ranbaxy was therefore the first Paragraph 
IV filer as to four patents and Teva was the first Paragraph IV filer as to one. 

Eisai sued Teva for infringing the ’841 patent. Eisai did not sue Ranbaxy, or bring suit as to any other 
patents. (Id.) 
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Prior to the expiration of the 30-month stay, Teva threatened an at-risk launch, provoking Eisai to 
move for a preliminary injunction. On March 28, 2008, the late Judge Ackerman of the District of New 
Jersey granted Eisai’s motion, thereby preliminarily enjoining Teva from marketing a generic Aricept® 
product until the expiration of the ’841 patent. Eisai Co., Ltd. v. Teva Pharms. USA, Inc., No. 05-5727, 
2008 WL 1722098, at *1 (D.N.J. Mar. 28, 2008). 

On April 28, 2008, the FDA issued Teva final FDA approval. The FDA stated in its approval letter that 
Teva and Ranbaxy were eligible for 180-days of shared exclusivity. On May 15, 2008, Ranbaxy 
contacted the FDA regarding its approval of Teva’s donepezil ANDA and since that time both Ranbaxy 
and Teva have been petitioning the FDA regarding Teva’s final approval and eligibility for shared 180-
day exclusivity. (Ltr. at 3-4.) Eisai likewise filed a Citizen Petition challenging Teva’s final approval and 
shared exclusivity. 

In a September 17, 2010 decision, which the FDA sent to the District of New Jersey for that court’s 
consideration, the FDA revoked Teva’s final approval, changed the status of the ANDA to “tentative 
approval,” and found that Teva was not entitled to share in the 180-day exclusivity. As a result, Teva’s 
ANDA is subject to Ranbaxy’s exclusivity period. 

Preliminary Injunctions Can Extend the 30-Month Stay 

In ruling that Eisai’s grant of a preliminary injunction triggered an extension of the 30-month stay of 
approval of Teva’s donepezil ANDA, the FDA interpreted 21 U.S.C. § 355(j)(5)(B)(iii) of the 
Hatch-Waxman Act. That section provides that approval of an ANDA shall be effective upon expiration 
of the 30-month stay except that – 

(I) if before the expiration of such period the district court decides that the patent is invalid or not 
infringed (including any substantive determination that there is no cause of action for patent 
infringement or invalidity), the approval shall be made effective on – 

(aa) the date on which the court enters judgment reflecting the decision; or 

(bb) the date of a settlement order or consent decree signed and entered by the court 
stating that the patent that is the subject of the certification is invalid or not infringed; 

(II) if before the expiration of such period the district court decides that the patent has been 
infringed – 

(aa) if the judgment of the district court is appealed, the approval shall be made effective 
on – 

(AA) the date on which the court of appeals decides that the patent is invalid or not 
infringed (including any substantive determination that there is no cause of action for 
patent infringement or invalidity); or  

(BB) the date of a settlement order or consent decree signed and entered by the court 
of appeals stating that the patent that is the subject of the certification is invalid or not 
infringed; or  

(bb) if the judgment of the district court is not appealed or is affirmed, the approval shall be 
made effective on the date specified by the district court in a court order under section 
271(e)(4)(A) of title 35 [of the United States Code]; 
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(III) if before the expiration of such period the court grants a preliminary injunction prohibiting 
the applicant from engaging in the commercial manufacture or sale of the drug until the court 
decides the issues of patent validity and infringement and if the court decides that such patent is 
invalid or not infringed, the approval shall be made effective as provided in subclause (I); or 

(IV) if before the expiration of such period the court grants a preliminary injunction prohibiting 
the applicant from engaging in the commercial manufacture or sale of the drug until the court 
decides the issues of patent validity and infringement and if the court decides that such patent 
has been infringed, the approval shall be made effective as provided in subclause (II). 

The FDA found that the most reasonable interpretation of 21 U.S.C. § 355(j)(5)(B)(iii) was that, “if a 
preliminary injunction is entered before expiration of the 30-month stay, the stay on approval is 
extended until the court decides the issues of patent infringement and validity.” (Ltr. at 6.) 

The FDA rejected Teva’s argument that subsections (III) and (IV) of 21 U.S.C. § 355(j)(5)(B)(iii) 
provide that the 30-month stay is only extended if there is both (a) entry of a preliminary injunction 
and (b) a judgment on the merits of the patent claims before expiration of the 30-month stay. (Ltr. at 
7-9.) The FDA stated that Teva’s reading of the statute failed to give due regard to companion 
provisions in subsections (I) and (II) or the place of subsections (III) and (IV) within a statutory 
scheme that reflects the realities of patent litigation. (Id. at 7.) The FDA reasoned that Teva’s 
interpretation would render subsections (III) and (IV) “superfluous” and “meaningless.” (Id.) 

The FDA further found that its interpretation was supported by sound policy and is consistent with its 
parallel regulation ― 21 C.F.R. § 314.107(b)(3)(B)(iv) ― which provides that, “if before the expiration 
of the 30-month stay period . . . the court grants a preliminary injunction . . . and if the court later 
decides that the patent is invalid, unenforceable, or not infringed, approval may be made effective on 
the date the court enters a final order or judgment.” (Id. at 8 (emphasis in original).) 

Shared 180-Day Exclusivity Under a Pre-MMA Framework Requires Mutual Blocking 

The FDA also ruled that Teva’s final approval was issued in error because Teva’s approval was blocked 
by Ranbaxy’s eligibility for 180-day exclusivity. (Ltr. at 9.) In its decision, the FDA explained that 
shared 180-day exclusivity arises only when two or more ANDA applicants are each eligible for 
exclusivity based upon paragraph IV certifications to different patents and each such applicant is 
blocked by a previous paragraph IV certification on another patent to which it was not first to certify. 
(Id. at 10.) 

The FDA concluded that the requirements for shared 180-day exclusivity were not met because 
Ranbaxy’s ANDA is not blocked by Teva’s eligibility for exclusivity as to the ’841 patent. (Ltr. at 11.) 
As a result, there were no mutually blocking exclusivities necessary for shared exclusivity to be 
applied. 

Teva had argued that awarding it shared 180-day exclusivity would further the goals of the 
Hatch-Waxman Act by encouraging the availability of generic drugs. (Ltr. at 11.) The FDA, however, 
did not agree. Instead, the FDA made plain that it created shared exclusivity to avoid an exclusivity 
standoff ― the situation where final approval of multiple applicants would be delayed indefinitely by 
mutually blocking 180-day exclusivities. (Id. at 11.) Because no such standoff existed here, Ranbaxy 
alone was eligible for 180-day exclusivity as the first filer. 



 

  4 
 4 

   

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

Preston K. Ratliff II 
212-318-6055 
prestonratliff@paulhastings.com 

Bruce M. Wexler 
212-318-6020 
brucewexler@paulhastings.com 

Anthony Michael 
212-318-6408 
anthonymichael@paulhastings.com
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