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PETITION FOR STAY OF ACTION 

Pursuant to 21 C.F.R. 5 10.35, the undersigned, on behalf of Apotex, Inc. 
("Apotex"), respectfully request that the Food and Drug Administration ("FDA") 
stay the effective date of final approval of ANDA 76-273 and any other pending 
ANDA for clopidogrel bisulfate with a certification under 21 U.S.C. 
5 355(i)(2)(A)(vii)(IV) ("paragraph IV certification") for U.S. Patent No. 4,847,265 
("the '265 patent") until the earlier of (a) 156 days after the injunction barring 
Apotex from marketing clopidogrel bisulfate in SanoJi Synthelabo v. Apotex, Inc., 
Case No. 02-CIV-2255 (S.D.N.Y. Aug. 31, 2006) is lifted or (b) the expiration of 
the '265 patent. At a minimum, FDA should stay the effectiveness of final 
approvals such that no ANDA is made effective prior to the lifting of the injunction 
against Apotex should the Federal Circuit find the '265 patent invalid. Any other 
decision will result in the anomaly that Apotex, the first to file a paragraph IV 
certification challenging the validity or enforceability of the '265 patent - conduct 
that Congress clearly intended to encourage -may be the last to market. 

A. DECISION INVOLVED 

This Petition for Stay of Action pertains to FDA's January 14, 2008 decision to 
approve ANDA 76-273, filed by Dr. Reddy's Laboratories, Inc., and any other 
agency approval decisions of ANDAs containing a paragraph IV certification for the 
'265 patent. 

B. ACTION REQUESTED 

This Petition for Stay of Action requests that FDA stay the effective date of final 
approval of ANDA 76-273 and any other pending ANDA for clopidogrel bisulfate 
with a paragraph IV certification for the '265 patent until the earlier of (a) 156 days 
after the injunction barring Apotex from marketing clopidogrel bisulfate is lifted or 
(b) the expiration of the '265 patent. At a minimum, FDA should stay final 
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approval such that no ANDA is made effective prior to patent expiration or the 
earlier lifting of the injunction against Apotex. 

C. STATEMENT OF GROUNDS 

Factual Background 

Sanofi-Synthelabo and other Sanofi entities (collectively "Sanofi") markets 
clopidogrel bisulfate under the brand name PlavixB. PlavixB was approved by 
FDA on November 17, 1997 under NDA 20-839. Sanofi listed the '265 patent with 
FDA, along with another, now-expired, patent. The '265 patent expires on 
November 1 7,20 1 1. 

Apotex was the first to file an ANDA for clopidogrel bisulfate containing a 
paragraph IV certification challenging the validity of the '265 patent. On March 2 1, 
2002, Sanofi sued Apotex for patent infringement in the Southern District of New 
York. Sanofi-Synthelabo v. Apotex, Inc., No. 02-CIV-2255 (S.D.N.Y). The 
statutory 30-month stay triggered by the lawsuit under 21 U.S.C. 5 355(j)(5)(B) 
expired on May 17, 2005, and on January 20, 2006, FDA approved Apotex's 
ANDA. Apotex launched its generic clopidogrel bisulfate product on August 8, 
2006, over five years before expiration of the '265 patent. Twenty-three days later, 
the district court preliminarily enjoined Apotex from selling clopidogrel bisulfate 
product pending the outcome of the case. Sanofi-Synthelabo v. Apotex, Inc., 488 F. 
Supp. 2d 3 17 (S.D.N.Y. 2006), aff'd, 470 F.3d 1368 (Fed. Cir. 2006). After a bench 
trial in early 2007, the district court determined that Apotex had not proven the 
invalidity of the '265 patent by clear and convincing evidence and entered a 
permanent injunction on June 28, 2007. Apotex has appealed the issuance of the 
permanent injunction to the Federal Circuit, arguing that the '265 patent claims are 
invalid for anticipation and obviousness. Oral argument is currently scheduled for 
March 3, 2008. If Apotex is successful on appeal, the Federal Circuit will issue a 
mandate requiring the district court to lift the injunction, at the earliest, twenty-one 
days after its opinion is announced. This would permit Apotex to resume selling; 
however, a timely request by Sanofi for rehearing andlor rehearing en banc will 
defer the issuance of mandate until Sanofi's request is decided. Thus, the lifting of 
the injunction and Apotex's resumption of sales after a favorable Federal Circuit 
decision may be deferred for some time after a favorable decision. 
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At least three other manufacturers have filed paragraph IV certifications for the '265 
patent in connection with ANDAs for clopidogrel bisulfate and have been sued by 
Sanofi: Dr. Reddy's Laboratories, Teva Pharmaceuticals and Cobalt 
Pharmaceuticals. The only question at issue in all of the cases is the validity of the 
'265 patent. The district court entered permanent injunctions against both Teva and 
Cobalt soon after entry of the injunction against Apotex. Both Teva and Cobalt 
have appealed to the Federal Circuit; however, both cases have been stayed pending 
the outcome of Apotex's appeal.' For reasons unknown to Apotex, no injunction 
was entered against Dr. Reddy's. Instead, the district court docket in Sanofi v. Dr. 
Reddy 's remained idle from October 2006 until just recently, when Sanofi and Dr. 
Reddy's entered a stipulated order that permits Dr. Reddy's to manufacture, use, 
offer to sell, and sell any product claimed under the '265 patent after providing 
Sanofi with 10 business days' n ~ t i c e . ~  The stipulation also allows Dr. Reddy's to 
import clopidogrel bisulfate for sale in the United States immediately should 
Apotex obtain a favorable result in the Federal Circuit. Thus, if the Federal Circuit 
rules that the '265 patent is invalid, Dr. Reddy's would be able to commence 
marketing almost immediately, while Apotex would remain bound by injunction 
until the mandate issues. 

It appears that FDA approved Dr. Reddy's ANDA on January 14,2008, while other 
ANDAs remain pending before FDA. 

Apotex's challenge to the '265 patent remains pending before the Federal Circuit. 
If Apotex prevails,3 it will have opened the door for competition in the clopidogrel 
bisulfate market significantly prior to the expiration of the '265 patent, resulting in 
dramatically reduced prices for consumers. Yet Apotex's initial, at-risk commercial 
marketing of the drug will have been cut short involuntarily after only 24 days by a 

' See attached Ex. 1 ,  Docket, Sanofi-Aventis v. Teva Pharms., No. 07-1521 (Fed. Cir. Nov. 21, 
2007); Docket, Sanofi-Aventis v. Cobalt Pharm., No. 07-1522 (Fed. Cir. Dec. 6,2007) (staying cases 
pending issuance of mandate in Sanofi-Synthelabo v. Apotex, Inc., No. 07-1438 (Fed. Cir.). 

Attached as Ex. 2. 

3 Apotex understands that it is not within FDA's expertise to interpret the validity of patents or the 
strength of the arguments against them. As noted below, the Hatch-Waxman Amendments were 
intended to allow that issue to be decided in the courts. All Apotex seeks is that FDA let that process 
reach its conclusion. 
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preliminary injunction that would later be reversed. Apotex respectfully submits 
that both the language of and the policy behind the Hatch-Waxman Amendments in 
general and the 180-day exclusivity provision in particular support effectuating 
Apotex7s remaining 156 days of exclusivity. 

The Statutory Language Governing Congress's Award of 180 Days of Exclusivity 
Gives FDA Authority To Grant Apotex the Requested Relie$ 

As an initial matter, the plain language of the statute governing Congress's decision 
to award 180 days of marketing exclusivity to the first ANDA applicant to file a 
paragraph IV certification ("first filer") gives FDA authority to ensure that the first 
filer realizes the full benefits of this incentive. The relevant language provides: 

(iv) If the [ANDA] contains a [paragraph IV certification] and is for a 
drug for which a previous application has been submitted under this 
subsection [containing] such a certification, the application shall be 
made effective not earlier than one hundred and eighty days 
after-

(I) the date the Secretary receives notice from the applicant under the 
previous [ANDA] of the first commercial marketing of the drug 
under the previous application, or 

(11) the date of a decision of a court in an action described in clause 
(iii) holding the patent which is the subject of the certification to be 
invalid or not infringed, whichever is earlier. 

21 U.S.C. 355(j)(5)(B)(iv) (2002) (emphasis added).4 Because filing a paragraph 
IV certification generally triggers costly patent litigation, Congress sought by this 
provision to encourage generic drug development by creating an economic incentive 
for the first filer. The provision entitles the first filer to 180 days during which it is 
the only company allowed to sell an ANDA-approved generic version of the drug in 

4 The Medicare Prescription Drug, Improvement and Modernization Act of 2003 ("MMA") 
significantly revised the provisions of 21 U.S.C. § 355Cj)(5)(B)(iv). The revised provisions do not 
apply to these ANDAs, however, as they were pending prior to the enactment of the MMA. 
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the marketplace, and FDA cannot approve any other ANDAs for the same drug 
product until at least those 180 days have elapsed. Id. 

Significantly, subpart (iv) states that the ANDAs of generic manufacturers who are 
not first filers "shall be made effective not earlier than one hundred eighty days 
after" the date the Secretary receives notice from the first filer of the first 
commercial marketing of the drug, or the date of a court decision holding the patent 
invalid or not infringed. The wording of the statute makes clear that later-filed 
applications cannot be approved until at least 180 days after the first filer has begun 
commercial marketing - it does not, however, require FDA woodenly to approve 
such applications on the 181st day after such marketing begins. Certainly, nothing 
in the language of the statute prohibits a first filer who risks coming to market prior 
to an operative court decision and who successfully overturns an improvidently 
granted injunction from enjoying the full benefit of the 180 days of exclusivity 
granted by Congress. Rather, the "not earlier than" language gives FDA discretion 
to delay the effective date of approval of ANDAs submitted by subsequent filers to 
ensure that the first filer who has undertaken the risk of opening up the market for a 
particular drug product to generic competition can reap the full benefit of 
Congress's 180 days of marketing exclusivity. 

Granting Apotex a Full 180 Days of Marketing Exclusivity If It Succeeds in Its 
Patent Challenge Would Best Effectuate Congressional Intent and Policy 
Underlying the Hatch-Waxman Amendments in General and the Exclusivity 
Provision in Particular. 

Even more fundamentally, permitting Apotex to reap the benefits of a full 180 days 
of marketing exclusivity if it is successful in challenging the validity of the '265 
patent and opening up the market for clopidogrel bisulfate to lower-priced generic 
competition would best effectuate Congress's intent and policy animating the 
Hatch-Waxman Amendments in general and the exclusivity provision in particular. 
The legislative history accompanying the Hatch-Waxman Amendments clearly 
states that the purpose "is to make available more low cost generic drugs." H.R. 
Rep. No. 98-857, pt. 1, at 14 (1984), reprinted in 1984 U.S.C.C.A.N. 2647, 2647. 
The agency itself has recognized this congressional goal, observing that "[tlhe 
legislative history for the Hatch-Waxman amendments clearly reflects a 
congressional intent to expedite approval of generic drugs and promote competition 
in the drug marketplace." FDA Letter Regarding Pravastatin Exclusivity at 12 
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(Apr. 11, 2006) ("Pravastatin Letter, " attached as Ex. 3). As one court has 
observed, the Hatch-Waxman Amendments operate to "get generic drugs into the 
hands of patients at reasonable prices - fast." In re Burr Labs, Inc., 930 F.2d 72, 76 
(D.C. Cir.), cert denied, 502 U.S. 906 (1991). 

With respect to Congress's award of 180 days of marketing exclusivity in particular, 
the agency has further recognized that: 

to achieve these policy goals, Congress established a regime that depends on 
ANDA applicants to challenge drug patents to enable earlier approval of 
generic drugs and, thereby, promote competition. Congress clearly believed 
that ANDA applicants needed an incentive beyond the prospect of earlier 
generic market entry to take on the litigation risks associated with 
challenging drug patents. This Congressional belief is manifested in the 
statutory provision for 180-day exclusivity under section 505(j)(5)(B)(iv). 

Pravastatin Letter at 12. The U.S. District Court for the District of Columbia has 
similarly described the purpose of the provision granting 180 days of marketing 
exclusivity: 

As an incentive to the first generic maker to expose himself to the risk of 
costly patent litigation, the Hatch-Waxman Regime provides that the first to 
file a Paragraph IV certified ANDA ("the first filer") is eligible for a 180- 
day period of marketing protection, commonly known as the 180-day 
exclusivity period ("the Exclusivity Incentive"). By its terms, the 
Exclusivity Incentive affords the first commercial filer protection from 
competition from subsequent generic makers for 180 days beginning from 
the earlier of a commercial marketing or court decision. 

Mylan Pharms., Inc. v. Henney, 94 F. Supp. 2d 36,40 (D.D.C. 2000). That court 
also has observed that "[tlhis period of exclusivity is an important component of the 
Hatch-Waxman Amendments because it 'encourage[s] generic drug makers to incur 
the potentially substantial litigation costs associat[ed] with challenging pioneer drug 
makers' patents' and brings generic drugs to the market faster." Ranbaxy Labs., 
Ltd. v. Leavitt, 459 F. Supp. 2d 1, 3 (D.D.C. 2006) (quoting Mylan Pharms., Inc. v. 
Shalala, 81 F. Supp. 2d 30,33 (D.D.C. 2000)). 
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Should Apotex prevail in its challenge to the '265 patent, it will open the door to 
significant competition and substantial cost savings for patients nationwide, which 
is precisely the result that Congress intended in awarding 180 days of exclusivity. 
Preserving the full benefit of this congressional incentive will ensure that ANDA 
applicants will continue to challenge questionable patents and open up the market 
for various drug products to lower-priced generic competition. By contrast, a 
contrary interpretation would thwart congressional intent to create a sufficient 
economic incentive to encourage such patent challenges. 

A contrary interpretation also would thwart Congress's intent underlying another 
provision of the Hatch-Waxman Amendments. Specifically, such a reading would 
provide a full 180 days of exclusivity only to first filers who either await the 
outcome of the entire appellate process before marketing a lower-priced generic 
drug or challenge only the weakest patents. But the Hatch-Waxman Amendments 
establish an automatic 30-month stay barring FDA from approving an ANDA if 
patent litigation is initiated. 21 U.S.C. 5 3556)(5)(B)(iii). That compromise was 
intended to ensure that a generic manufacturer willing to undertake the risk of 
marketing its product prior to the conclusion of the patent litigation, even in the face 
of undertaking the risk of significant damages should it ultimately lose, retained the 
opportunity to do so. Allowing the period of exclusivity to run during the pendency 
of a preliminary injunction would virtually ensure that no generic manufacturer 
would be willing to risk marketing its product if there is a chance that an 
improvidently granted injunction would result in the loss of the exclusivity period. 
Because most patent litigation lasts much longer than 30 months (the Sanofi 
litigation is in its sixth year), the practical effect of a non-tolling approach would be 
that a patent holder would not move for injunctive relief unless and until the first 
filer begins marketing the generic drug, and the first filer would wait until the patent 
infringement litigation is completely over before marketing the generic drug in 
order to avoid losing any portion of its 180 days of exclusivity. As a result, the 
public would be deprived of affordable generic drugs that otherwise could be 
available. 

FDA likewise has long recognized the importance of preserving the meaningfulness 
of the economic incentive to encourage generic drug companies to challenge suspect 
patents. As the agency is aware, it is extremely risky for a generic company to 
commence commercial marketing of a product that is subject to a paragraph IV 
certification challenging a potentially relevant patent before a final nonappealable 
decision holding that patent invalid or not infringed has been issued. In recognition 
of this risk and its deterrent effect on generic drug companies from challenging 
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patents to begin with -conduct that Congress clearly intended to encourage -FDA 
attempted to address this issue by giving generic drug companies latitude to await a 
final nonappealable court decision before the commencement of their marketing 
exclusivity would be triggered. See Abbreviated New Drug Application 
Regulations; Patent and Exclusivity Provisions, 59 Fed. Reg. 50338,50354 (Oct. 3, 
1994) (interpreting "the decision of a court" exclusivity trigger to mean "the court 
that enters final judgment from which no appeal can be or has been taken"). FDA 
made clear that a driving force behind this decision was the importance of 
preserving the meaningfulness of Congress's exclusivity incentive to reward generic 
manufacturers who expeditiously undertook the risk of patent challenges: 

To construe "the court" as a district court, regardless of any appeal of the 
district court decision, would deny the benefits of exclusivity to a prudent 
applicant that delayed marketing its product until resolution of an appeal by 
the patent holder. Moreover, if the patent holder appealed the district court's 
decision and were able to obtain a stay or injunction against the marketing of 
the applicant's product, the applicant could lose the entire 180-day 
exclusivity period before the stay or injunction were lifted. 

Id. at 50354. 

Subsequent court decisions, however, disagreed with FDA's interpretation. See, 
e.g., Mylan Pharms., Inc. v. Shalala, 81 F. Supp. 2d 30, 33 (D.D.C. 2000); 
TorPharm, Inc. v. Shalala, No. 97-1925, 1997 U.S. Dist. Lexis 21983 (D.D.C. Sept. 
15, 1997). Yet a few years later, Congress vindicated FDA's approach not only by 
clarifying that the "decision of a court" trigger in question is "a final decision of a 
court from which no appeal (other than a petition of the Supreme Court for a writ of 
certiorari has been or can be taken," Pub. L. No. 108-173, 9 1102(b)(3), 117 Stat. 
2066, 2460 (2003) (emphasis added), but by making this provision have retroactive 
effect, id. 

Apotex is aware that in the intervening period between courts' invalidation and 
Congress' ultimate affirmation of FDA's approach, FDA issued a Guidance to 
implement the court decisions' interpretation of the "court decision" trigger. See 
Guidance for Industry, Court Decisions, ANDA Approvals, and 180-Day Exclusivity 
Under the Hatch Waxman Amendments to the Federal Food, Drug, and Cosmetic 
Act at 4 (Mar. 2000). Apotex also is aware that that Guidance includes the 
statement that "the 180-day exclusivity period will continue to run during the 
pendency of a stay or injunction." Id. Apotex believes that FDA should reconsider 
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this statement in light of Congress's ultimate endorsement of FDA's instinct to 
preserve the potency of the exclusivity incentive and its decision to apply that 
endorsement retroactively. Given that Congress has made clear its intent to reward 
the first filer with a sufficient incentive to encourage patent challenges and 
expeditious commercial marketing of lower-priced generic alternatives, allowing 
Apotex to benefit from the full 180 days of exclusivity would best further that 
intent.5 Indeed, no action would do more to promote competition and bring generic 
drugs quickly to market than when a first ANDA filer chooses to market prior to a 
court ruling on the validity of the challenged patent. Apotex has shouldered the 
burden of challenging the validity of the '265 patent largely alone. It also entered 
the marketplace during the pendency of the patent challenge, thereby enabling the 
public to benefit early from the competitive market sought by Hatch-Waxman. Yet 
it only has been able to enjoy 24 days of its 180 days of marketing exclusivity. 
Moreover, the injunction baning Apotex from marketing was not the result of any 
mutually agreed-upon hiatus in exclusivity negotiated with Sanofi but rather was 
imposed by the court. Should the Federal Circuit find the '265 patent invalid, 
Apotex should be entitled to the remainder of the 180 days of marketing exclusivity 
provided by Congress. 

Apotex Will Sustain Irreparable Injury Absent A Stay. 

Apotex will sustain irreparable injury if denied the remaining 156 days of the 180- 
day exclusivity period to which it is entitled. Courts repeatedly have acknowledged 
that a generic drug manufacturer is irreparably harmed when wrongfully deprived of 
its 180-day period of marketing exclusivity vis-A-vis other generic manufacturers. 
See, e.g., Mova Pharms. Corp. v. Shalala, 140 F.3d 1060, 1067 n.6 (D.C. Cir. 1998) 
(confirming that Mova's loss of its '"officially sanctioned head start'. . . suffices to 
show a severe economic impact to Mova," for purposes of satisfying the irreparable 
harm standard); Mylan Pharms., Inc. v. Shalala, 81 F. Supp. 2d 30,44 (D.D.C. 
2000) (denying requested injunctive relief where the balance of harms weighs in 

In a letter to Pravastatin ANDA applicants regarding exclusivity, FDA noted that its "decision on 
the merits" standard did not mean that the agency "intend[s] to limit its scope to court decisions 
following a full trial," citing a previous decision that an unappealed district court grant of summary 
judgment in favor of an ANDA applicant based on the patentee's admission of non-infringement 
constituted a "decision of a court." Pravastatin Letter at 12 n.11 (citing Granutec, Inc. v. Shalala, 
139 F.3d 889 (4" Cir. 1998) (unpublished)). However, Granutec did not address the situation here, 
where a preliminary injunction has been vigorously contested at both the district court and appellate 
levels both on preliminary injunction and permanent injunction. 
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favor of the first filer, who would otherwise be "deprive[d] . . . of the full benefits of 
exclusivity"). 

Further, failure by FDA to grant the requested relief would cause irreparable injury 
well beyond the loss of Apotex's remaining exclusivity. Because FDA has 
provided Dr. Reddy's with an apparently unfettered final approval, Dr. Reddy's 
would be able to enter the marketplace almost immediately upon a Federal Circuit 
decision finding the '265 patent invalid. Court rules allow 7 calendar days after 
expiration of the time to file a petition for rehearing, rehearing en banc, or motion 
for stay of mandate before issuance of the mandate necessary to lift the district court 
injunction, and a timely petition stays issuance of the mandate until it is resolved. 
Fed. R. App. P. 41(b). FDA's refusal to grant a stay would almost certainly, and 
unfairly, allow Dr. Reddy's to go to market significantly prior to issuance of the 
mandate and removal of the injunction against Apotex. 

Other ANDA Applicants Would Not Be Substantially Injured by the Requested 
Relief: 

No other party would incur substantial injury were the requested relief to be 
granted. Should the Federal Circuit find against Apotex, no further application 
could be approved, and no ANDA applicant could go to market until the patent 
expires in 201 1. Should, however, Apotex prevail and the patent be invalidated, Dr. 
Reddy's and subsequent ANDA filers could claim no disadvantage that they could 
not have reasonably expected. All such filers have known for some time that 
Apotex was the first to file a paragraph IV certification to the '265 patent and that 
Apotex would therefore be entitled to 180 days of exclusivity under the statute. 
They have permitted Apotex to bear the brunt of the '265 patent litigation. Those 
later filers would merely be required to wait until Apotex has enjoyed its entire 180 
days of exclusivity before they could begin selling their generic versions of 
PlavixO, which is the intended result of Hatch-Waxman. 

The Requested Relief Would Serve the Public Interest and Public Health. 

Further, granting Apotex's request would promote public health and other public 
interests. By allowing Apotex to enjoy the full benefit of the exclusivity to which it 
is entitled, FDA will encourage other first filers who are reasonably confident of 
prevailing in their patent challenges to commence commercial marketing 
expeditiously, even while patent litigation is ongoing, without fear of losing a 
portion of their 180 days of marketing exclusivity if they are initially enjoined. 
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This, in turn, will open up the market for the prescription drug at issue to lower- 
priced generic competition sooner rather than later, thereby benefiting both the 
public interest and the public health. 

D. CONCLUSION 

For the reasons set forth above, the undersigned request that FDA stay the effective 
date of final approval of ANDA 76-273 and any other pending ANDA for 
clopidogrel bisulfate with a paragraph IV certification for the '265 patent until the 
earlier of (a) 156 days after the injunction barring Apotex from marketing 
clopidogrel bisulfate is lifted or (b) the expiration of the '265 patent. At a 
minimum, FDA should stay final approval such that no ANDA is made effective 
prior to patent expiration or the earlier lifting of the injunction against Apotex. Due 
to the pending oral argument and the unpredictable timing of appellate court 
decisions, Apotex respectfully requests that FDA expedite its consideration of this 
matter and provide its response no later than March 15,2008. 
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E. CERTIFICATION 

The undersigned certify that, to the best of their knowledge and belief, (a) this 
petition includes all information and views on which the petition relies, (c) this 
petition includes representative data andor information known to the petitioner that 
are unfavorable to the petition, and (c) they have taken reasonable steps to ensure 
that any representative data andor information which are unfavorable to the petition 
were disclosed. The undersigned further certify that the information upon which the 
action requested herein first became known to the party on whose behalf this 
petition is submitted on or about January 14, 2008. The undersigned expect to 
receive payment from Apotex Inc. to file this petition. The undersigned verify 
under penalty of perjury that the foregoing is true and correct as of the date of the 
submission of this petition. 

~ert-W. Rein 
William A. McGrath 
Karyn K. Ablin 
WILEY REIN LLP 
1776 K Street, NW 
Washington, D.C. 20006 
202.719.7000 
202.719.7049 (fax) 

Robert B. Breisblatt 
WELSH & KATZ, LTD. 
120 South Riverside Plaza, 22nd Floor 
Chicago, Illinois 60606 
(312) 655-1500 
(312) 655-1501 (fax) 
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NEW YORK, NY 10112-3801 
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212-218-2527 

FAX 212-218-2200 
WILLIAM E. SOLANDER 
FITZPATRICK, CELLA, HARPER & SCINTO 
30 ROCKEFELLER PLAZA 
NEW YORK, NY 10112-3801 

212-218-2203 

FAX 212-218-2200 

RICHARD J. STARK 
CRAVATH SWAINE & MOORE LLP 
825 EIGHTH AVENUE 
WORLDWIDE PLAZA 
NEW YORK, NY 10019-7475 
212-474-1000 

FAX 212-474-3700 
DAVID NOAH GREENWALD 
CRAVATH SWAINE & MOORE LLP 
825 EIGHTH AVENUE 
WORLDWIDE PLAZA 
NEW YORK, NY 10019-7475 
212-474-1000 

FAX 212-474-3700 
Plaintiff-Appellee: SANOFI-SYNTHELABO, INC. 
Type: Plaintiff-Appellee 
Attorney(6): EVAN R. CHESLER 

CRAVATH SWAINE & MOORE LLP 
825 EIGHTH AVENUE 
WORLDWIDE PLAZA 
NEW YORK, NY 10019-7475 
212-474-1000 

FAX 212-474-3700 
ROBERT L. BAECHTOLD 
FITZPATRICK, CELLA, HARPER & SCINTO 
30 ROCKEFELLER PLAZA 
NEW YORK, NY 10112-3801 
212-218-2213 

FAX 212-218-2200 
JOHN D. MURNANE 
FITZPATRICK, CELLA, HARPER & SCINTO 
3 0 ROCKEFELLER PLAZA 
NEW YORK, NY 10112-3801 
212-218-2527 

FAX 212-218-2200 
WILLIAM E. SOLANDER 
FITZPATRICK, CELLA, HARPER & SCINTO 
3 0 ROCKEFELLER PLAZA 
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NEW YORK, NY 10112-3801 


212-218-2203 

FAX 212-218-2200 


CRAVATH SWAINE & MOORE LLP 
825 EIGHTH AVENUE 
WORLDWIDE PLAZA 
NEW YORK, NY 10019-7475 

212-474-1000 

FAX 212-474-3700 
Attorney ( 6 ): 	 DAVID NOAH GREENWALD 

CRAVATH SWAINE & MOORE LLP 
825 EIGHTH AVENUE 
WORLDWIDE PLAZA 
NEW YORK, NY 10019-7475 

212-474-1000 
FAX 212-474-3700 

Defendant-Appellant: TEVA PHARMACEUTICALS USA, INC. 
Type: Defendant-Appellant 
Attorney(s): DANIEL F. ATTRIDGE 

KIRKLAND & ELLIS LLP 
655 15TH STREET, N.W. 
12TH FLOOR 
WASHINGTON, DC 20005 
202-879-5012 
FAX 202-879-5200 
MICHAEL D. SHUMSKY 
KIRKLAND & ELLIS LLP 
655 15TH STREET, N.W. 
12TH FLOOR 
WASHINGTON, DC 20005 
202-879-5228 
FAX 202-879-5200 

DOCKET PROCEEDINGS 

ENTRY # : DATE: DOCKET ENTRY: 
12/6/2007 DUE BLUE BRIEF 

Send Runner to the Court 
24 11/5/2007 MOTION BY JOINT - MOTION TO STAY 

PROCEEDINGS PENDING ISSUANCE OF THE MANDATE IN A 
RELATED CASE. 
SERVICE : BY MAIL ON 11/5/2007 
Send Runner to the Court 

10/15/200 ACTION GRANTED. BRIEF IS DUE DECEMBER 6, 2007. 
7 >> 

Send Runner to the Court 
10/12/200 APPELLEE, BRISTOL-MYERS SQUIBB SANOFI 
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PHARMACEUTICALS' ET AL. CERTIFICATE OF COMPLIANCE 
WITH FEDERAL CIRCUIT RULE 11(D). 
SERVICE : BY MAIL ON 10/11/2007 
Send Runner to the Court 

MOTION BY APPELLANT - CONSENT MOTION FOR A 
45-DAY ENLARGEMENT OF TIME TO FILE ITS PRINCIPAL 
BRIEF. 
SERVICE : BY MAIL ON 10/12/2007 
Send Runner to the Court 
APPELLANT, TEVA PHARMACEUTICALS USA, INC.'S 

CERTIFICATE OF COMPLIANCE WITH FEDERAL CIRCUIT 

RULE 11 (D) . 
SERVICE : BY MAIL ON 10/9/2007 
Send Runner to the Court 
TRANSCRIPT PURCHASE ORDER FORM FROM THE APPELLANT 

TEVA PHARMACEUTICALS USA, INC. IWICATING A 

TRANSCRIPT IS NOT NEEDED FOR APPEAL. 

Send Runner to the Court 

ENTRY OF APPEARANCE FOR JOHN D. MURNANE AS COUNSEL 
ON BEHALF OF THE APPELLEES, SANOFI-AVENTIS. 
SERVICE : BY MAIL ON 9/14/2007 
Send Runner to the Court 

NOTICE OF REJECTION: THE DOCKETING STATEMENT FOR 
APPELLANT, TEVA PHARMACEUTICALS USA, INC., 
RECEIVED ON 07/12/07, CANNOT BE FILED; THE 
ATTORNEY WHO SIGNED THE STATEMENT HAS NOT ENTERED 
AN A P P W C E  IN THE CASE. 
SERVICE : BY COURT ON 9/13/2007 
Send Runner to the Court 
ENTRY OF APPEARANCE FOR DANIEL F. ATTRIDGE AS 

PRINCIPAL COUNSEL ON BEHALF OF THE APPELLANT, TEVA 

PHARMACEUTICALS USA, INC . 
SERVICE : BY MAIL ON 9/12/2007 
Send Runner to the Court 

ENTRY OF APPEARANCE FOR MICHAEL SHUMSKY AS OF 

COUNSEL ON BEHALF OF THE APPELLANT, TEVA 

PHARMACEUTICALS USA, INC . 
SERVICE : BY MAIL ON 9/12/2007 
Send Runner to the Court 
CERTIFICATE OF INTEREST FOR THE APPELLANT, TEVA 
PHARMACEUTICALS USA, INC . 
SERVICE : BY MAIL ON 9/12/2007 
Send Runner to the Court 
JXCKETING STATEMENT FOR THE APPELLANT, TEVA 
PHAIUVIACEUTICALS USA, INC. 
SERVICE : BY MAIL ON 9/12/2007 
Send Runner to the Court 
NOTICE TO APPELLANT: THE DOCKETING STATEMENT FOR 
APPELLANT, TEVA PHARMACEUTICALS USA, INC., IS 
OVERDUE. THE DOCKETING STATEMENT SHALL BE FILED NO 
LATER THAN SEPTEMBER 24, 2007. 
SERVICE : BY COURT ON 9/10/2007 
Send Runner to the Court 
ENTRY OF APPEARANCE FOR EVAN R. CHESLER AS 
PRINCIPAL COUNSEL ON BEHALF OF APPELLEES SANOFI- 
AVENTIS, ET AL. 
SERVICE : BY MAIL ON 9/5/2007 
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Send Runner to the Court 

9/6/2007 	 ENTRY OF APPEARANCE FOR RICHARD J. STARK AS 

COUNSEL ON BEHALF OF APPELLEES SANOFI-AVENTIS, ET 
AL. 
SERVICE : BY MAIL ON 9/5/2007 
Send Runner to the Court 

9/5/2007 ENTRY OF APPEARANCE FOR DAVID GREENWALD AS COUNSEL 
ON BEHALF OF PLAINTIFF-APPELLEE, SANOFI-AVENTIS, 
ET AL. 
SERVICE : BY MAIL ON 9/4/2007 
Send Runner to the Court 

9/5/2007 ENTRY OF APPEARANCE FOR ROBERT L. BAECHTOLD AS 
COUNSEL ON BEHALF OF PLAINTIFF-APPELLEE, SANOFI 
AVENTIS, ET AL. 
SERVICE : BY MAIL ON 9/4/2007 
Send Runner to the Court 

9/5/2007 ENTRY OF APPEARANCE FOR WILLIAM E. SOLANDER AS 
COUNSEL ON BEHALF OF PLAINTIFF-APPELLEE, SANOFI- 
AVENTIS, ET AL. 
SERVICE : BY MAIL ON 9/4/2007 
Send Runner to the Court 

9/5/2007 DOCKETING STATEMENT FOR PLAINTIFF-APPELLEE, 
SANOFI-AVFNTIS, ET AL. 
SERVICE : BY MAIL ON 9/4/2007 
Send Runner to the Court 

9/5/2067 NOTICE OF REJECTION: THE ENTRY OF APPEARANCE FOR 
JOHN D. MURNANE AS COUNSEL ON BEHALF OF PLAINTIFF- 
APPELLEE SANOFI-AVENTIS, ET AL., CANMOT BE FILED: 
NOT AN ORIGINAL SIGNATURE. 
SERVICE : BY COURT ON 9/5/2007 
Send Runner to the Court 

9/5Y2007 CERTIFICATE OF INTEREST FOR APPELLEES SANOFI- 
AVENTIS, ET AL. 
SERVICE : BY MAIL ON 9/4/2007 
Send Runner to the Court 

3 8/27/2007 APPEAL INFORMATION SHEET RECEIVED FROM THE U.S. 
DISTRICT COURT FOR THE SOUTHERN DISTRICT OF NEW 
YORK. 
Send Runner to the Court 

2 8/22/2007 OFFICIAL CAPTION. 
SERVICE : BY COURT ON 8/22/2007 
Send Runner to the Court 

TO ORDER COPIES OF ANY DOCUMENTS LISTED ABOVE, CALL WESTLAW COURTEXPRESS 

1-877-DOC-RETR (1-877-362-7387) (Additional Charges Apply). 


END OF DOCUMENT 
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TO ORDER COPIES OF ANY DOCUMENTS LISTED BELOW, CALL WESTLAW COURTEXPRESS 

1-877-DOC-RETR (1-877-362-7387) (Additional Charges Apply). 


This docket is current through 02/13/2008. 


For an updated version of this docket, click UPDATE 


Court: 


Case Title: 


Appeal From: 


Panel Date: 


Filed On: 


Case N'umber: 


Fee Status: 


Key Nature of Suit: 


District: 


Docket Number: 


Date Filed: 


Date NOA Filed: 


Plaintiff-Appellee: 


Type: 


Attorney(s): 


U.S. COURT OF APPEALS FOR THE FEDERAL CIRCUIT 


SANOFI-AVENTIS V. COBALT PHARM 

SOUTHERN DISTRICT OF NEW YORK 


08/20/2007 


CASE INFORMATION 


07-1522 

PAID 

APPEALS; ; (030) 

LOWER COURT INFORMATION 


NAMES 


BRISTOL-MYERS SQUIBB SANOFI PHARMACEUTICALS HOLDING 

PARTNERS 

Plaintiff-Appellee 

EVAN R. CHESLER 

CRAVATH SWAINE & MOORE LLP 

825 EIGHTH AVENUE 

WORLDWIDE PLAZA 

NEW YORK, NY 10019-7475 
212-474-1000 
FAX 212-474-3700 
ROBERT L. BAECHTOLD 

FITZPATRICK, CELLA, HARPER & SCINTO 

30 ROCKEFELLER PLAZA 

NEW YORK, NY 10112-3801 

212-218-2100 
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FAX 212-218-2200  

JOHN D. MURNANE 

FITZPATRICK, CELLA, HARPER & SCINTO 

3 0  ROCKEFELLER PLAZA 

NEW YORK, NY 1 0 1 1 2 - 3 8 0 1  

212-218-2527  

FAX 212-218-2200  

WILLIAM E. SOLANDER 

FITZPATRICK, CELLA, HARPER & SCINTO 

3 0  ROCKEFELLER PLAZA 

NEW YORK, NY 1 0 1 1 2 - 3 8 0 1  

212-218-2203  

FAX 212-218-2200  

RICHARD J .  STARK 

CRAVATH SWAINE & MOORE LLP 

8 2 5  EIGHTH AVENUE 

WORLDWIDE PLAZA 

NEW YORK, NY 1 0 0 1 9 - 7 4 7 5  

212-474-1000  

FAX 212-474-3700  

Attorney (6) : DAVID NOAH GREENWALD 

CRAVATH SWAINE & MOORE LLP 

I 8 2 5  EIGHTH AVENUE 

WORLDWIDE PLAZA 

NEW YORK, NY 1 0 0 1 9 - 7 4 7 5  

212-474-1000  

FAX 212-474-3700  

Defendant-Appellant: COBALT S&TARMACEUTICALS INC . 
Type: D e f e n d a n t - A p p e l l a n t  

Attorney(8): WILLIAM A. RAKOCZY 

RAKOCZY MOLINO MAZZOCHI SIWIK, LLP 

6 WEST HUBBARD STREET 

SUITE 5 0 0  

CHICAGO, I L  6 0 6 1 0  

3 1 2 - 2 2 2 - 6 3 0 1  

FAX 312-222-6321  

DEANNE M .  MAZZOCHI 

RAKOCZY MOLINO MAZZOCHI SIWIK, LLP 

6 WEST HUBBARD STREET 

SUITE 500  

CHICAGO, I L  6 0 6 1 0  

312-222-6305  

FAX 312-222-6325  

Plaintiff-Appellee: SANOFI-AVENTIS 

Type: P l a i n t i f f  - A p p e l l e e  

Attorney (6) : EVAN R.  CHESLER 
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CRAVATH SWAINE & MOORE LLP 

825 EIGHTH AVENUE 

WORLDWIDE PLAZA 

NEW YORK, NY 10019-7475 

212-474-1000 

FAX 212-474-3700 

ROBERT L. BAECHTOLD 
FITZPATRICK, CELLA, HARPER & SCINTO 
30 ROCKEFELLER PLAZA 

NEW YORK, NY 10112-3801 

212-218-2100 

FAX 212-218-2200 

JOHN D. MURNANE 

FITZPATRICK, CELLA, HARPER & SCINTO 
30 ROCKEFELLER PLAZA 
NEW YORK, NY 10112-3801 
212-218-2527 

FAX 212-218-2200 
Attorney ( 6 ): WILLIAM E. SOLANDER 

FITZPATRICK, CELLA, HARPER & SCINTO 

30 ROCKEFELLER PLAZA 
NEW YORK, NY 10112-3801 
212-218-2203 
FAX 212-218-2200 
RICHARD J. STARK 

CRAVATH SWAINE & MOORE LLP 

825 EIGHTH AVENUE 

WORLDWIDE PLAZA 

NEW YORK, NY 10019-7475 
212-474-1000 

FAX 212-474-3700 
Attorney ( 6 ): DAVID NOAH GREENWALD 

CRAVATH SWAINE & MOORE LLP 

825 EIGHTH AVENUE 

WORLDWIDE PLAZA 

NEW YORK, NY 10019-7475 

212-474-1000 
FAX 212-474-3700 

Plaintiff-Appellee: SANOFI-SYNTHELABO, INC. 
Type: Plaintiff-Appellee 
Attorney ( s): EVAN R. CHESLER 

CRAVATH SWAINE & MOORE LLP 

825 EIGHTH AVENUE 

WORLDWIDE PLAZA 

NEW YORK, NY 10019-7475 

212-474-1008 
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FAX 2 1 2 - 4 7 4 - 3 7 0 0  

ROBERT L .  BAECHTOLD 

F I T Z P A T R I C K ,  CELLA,  HARPER & SCINTO 

3 0  ROCKEFELLER PLAZA 

NEW YORK, NY 1 0 1 1 2 - 3 8 0 1  

2 1 2 - 2 1 8 - 2 1 0 0  

FAX 2 1 2 - 2 1 8 - 2 2 0 0  

JOHN D.  MURNANE 

F I T Z P A T R I C K ,  CELLA,  HARPER & SCINTO 

30 ROCKEFELLER PLAZA 

NEW YORK, NY 1 0 1 1 2 - 3 8 0 1  

2 1 2 - 2 1 8 - 2 5 2 7  

FAX 2 1 2 - 2 1 8 - 2 2 0 0  

WILLIAM E .  SOLANDER 

F I T Z P A T R I C K ,  CELLA,  HARPER & SCIN'PO 

30 ROCKEFELLER PLAZA 

NEW YORK, NY 1 0 1 1 2 - 3 8 0 1  

2 1 2 - 2 1 8 - 2 2 0 3  

FAX 2 1 2 - 2 1 8 - 2 2 0 0  

RICHARD J.  STARK 

CRAVATH SWAINE & MOORE L L P  

8 2 5  EIGHTH AVENUE 

WORLDWIDE PLAZA 

NEW YORK, NY 1 0 0 1 9 - 7 4 7 5  

2 1 2 - 4 7 4 - 1 0 0 0  

FAX 2 1 2 - 4 7 4 - 3 7 0 0  

DAVID NOAH GREENWALD 

CRAVATH SWAINE & MOORE L L P  

8 2 5  EIGHTH AVENUE 

WORLDWIDE PLAZA 

NEW YORK, NY 1 0 0 1 9 - 7 4 7 5  

2 1 2 - 4 7 4 - 1 0 0 0  

FAX 2 1 2 - 4 7 4 - 3 7 0 0  

DOCKET PROCEEDINGS 

ENTRY # :  DATE : DOCKET ENTRY: 

2 1 1 2 / 6 / 2 0 0 7  ACTION MOTION DENIED.  
>> 
Send R u n n e r  t o  t h e  C o u r t  

1 2 / 6 / 2 0 0 7  ORDERED: ABSENT A RESPONSE FROM EITHER PARTY W / I N  
1 4  DAYS O F  THE DATE OF T H I S  ORDER, T H I S  APPEAL 
WILL B E  STAYED PENDING T H I S  C O U R T ' S  D I S P O S I T I O N  I N  
SANOFI-SYNTHELABO V .  APOTEX, 0 7 - 1 4 3 8 .  I F  T H I S  
APPEAL IS STAYED, P A R T I E S  SHOULD RESPOND ( S E E  
ORDER) . S E R V I C E  : BY COURT ON 1 2 / 6 / 2 0 0 7  
Send R u n n e r  t o  t h e  C o u r t  

1 0 / 2 2 / 2 0 0  MOTION BY APPELLANT - CONSENT MOTION FOR 
7 LEAVE O F  COURT TO ADOPT OPENING A P P E L L A N T ' S  B R I E F  
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AND APPENDIX IN RELATED APPEAL. 
SERVICE : BY MAIL ON 10/22/2007 
Send Runner to the Court 

10/12/200 	 APPELLEE, BRISTOL-MYERS SQUIBB SANOFI 

7 	 PHARMACEUTICALS ET AL.'S CERTIFICATE OF COMPLIANCE 

WITH FEDERAL CIRCUIT RULE 11(D). 
SERVICE : BY MAIL ON 10/11/2007 
Send Runner to the Court 

APPELLANT, COBALT PHARMACEUTICALS INC.'S 

CERTIFICATE OF COMPLIANCE WITH FEDERAL CIRCUIT 

RULE 11 (D) . 

SERVICE : BY MAIL ON 10/4/2007 

Send Runner to the Court 


ENTRY OF APPEARANCE FOR JOHN D. MURNANE AS COUNSEL 

ON BEHALF OF PLAINTIFF-APPELLEES, SANOFI-AVENTIS 

ET AL. 

SERVICE : BY MAIL ON 9/14/2007 

Send Runner to the Court 


CERTIFICATE OF INTEREST FOR THE APPELLANT COBALT 

PHARMACEUTICALS, INC. 

SERVICE : BY MAIL ON 9/13/2007 

Send Runner to the Court 

DOCKETING STATEMENT FOR DEFENDANT-APPELLANT, 

COBALT PHARMACEUTICALS INC. 

SERVICE : BY MAIL ON 9/13/2007 

Send Runner to the Court 


ENTRY OF APPEARANCE FOR DEANNE M. MAZZOCHI AS 

COUNSEL ON BEHALF OF DEFENDANT-APPELLANT, COBALT 

PHARMACEUTICALS INC. 

SERVICE : BY MAIL ON 9/13/2007 

Send Runner to the Court 

ENTRY OF APPEARANCE FOR WILLIAM A. RAKOCZY AS 

PRINCIPAL COUNSEL ON BEHALF OF DEFENDANT- 

APPELLANT, COBALT PHARMACEUTICALS INC. 

SERVICE : BY MAIL ON 9/13/2007 

Send Runner to the Court 


NOTICE TO APPELLANT: THE DOCKETING STATEMENT FOR 

APPELLANT, COBALT PHARMACEUTICALS, INC., IS 

OVERDUE. THE DOCKETING STATEMENT SHALL BE FILED NO 

LATER THAN SEPTEMBER 24, 2007. 

SERVICE : BY COURT ON 9/10/2007 

Send Runner to the Court 

ENTRY OF APPEARANCE FOR RICHARD J. STARK AS 

COUNSEL ON BEHALF OF APPELLEES SANOFI-AVENTIS, ET 

AL. 

SERVICE : BY MAIL ON 9/5/2007 

Send Runner to the Court 


ENTRY OF APPEARANCE FOR EVAN R. CHESLER AS 

PRINCIPAL COUNSEL ON BEHALF OF APPELLEES SANOFI- 

AVENTIS, ET AL. 

SERVICE : BY MAIL ON 9/5/2007 

Send Runner to the Court 

CERTIFICATE OF INTEREST FOR APPELLEES SANOFI- 

AVENTIS, ET AL . 

SERVICE : BY MAIL ON 9/4/2007 

Send Runner to the Court 


NOTICE OF REJECTION: THE ENTRY OF APPEARANCE FOR 
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JOHN D. MURNANE AS COUNSEL ON BEHALF OF PLAINTIFF- 
APPELLEE, SANOFI-AVENTIS, ET AL., CANNOT BE FILED: 
NOT AN ORIGINAL SIGNATURE. 
SERVICE : BY COURT ON 9/5/2007 
Send Runner to the Court 

9/5/2007 	 DOCKETING STATEMENT FOR PLAINTIFF-APPELLEE, 
SANQFI-AVENTIS, ET AL. 
SERVICE : BY MAIL ON 9/4/2007 
Send Runner to the Court 

9/5/2007 ENTRY OF APPEARANCE FOR WILLIAM E. SOLANDER AS 
COUNSEL ON BEHALF OF PLAINTIFF-APPELLEE. SANOFI- 
AVENTIS, ET AL. 
SERVICE : BY MAIL ON 9/4/2007 
Send Runner to the Court 

9/5/2007 ENTRY OF APPEARANCE FOR ROBERT L. BAECHTOLD AS 
COUNSEL ON BEHALF OF PLAINTIFF-APPELLEE, SANOFI- 
AVENTI S , ET AL . 
SERVICE : BY MAIL ON 9/4/2007 
Send Runner to the Court 

9/5/2007 ENTRY OF APPEARANCE FOR DAVID GREENWALD AS COUNSEL 
ON BEHALF OF PLAINTIFF-APPELLEE SANOFI-AVENTIS, ET 
AL . 
SERVICE : BY MAIL ON 9/4/2007 
Send Runner to the Court 

3 9/4/2007 APPEAL INFORMATION SHEET RECEIVED FROM THE U.S. 
DISTRICT COURT FOR THE SOUTHERN DISTRICT OF NEW 
YORK . 

I 
Send Runner to the Court 

2 8/24/2007 OFFICIAL CAPTION. 
SERVICE : BY COURT ON 8/24/2007 
Send Runner to the Court 

TO ORDER COPIES OF ANY DOCUMENTS LISTED ABOVE, CALL WESTLAW COURTEXPRESS 
1-877-DOC-RETR (1-877-362-7387) (Additional Charges Apply). 

END OF DOCUMENT 
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ELECTROMCALLY FILED 
UNITED STATES DISTRICT COURT 
SOUTHERN DISTRICTOF NEW YORK 

SANOFI-SYNTHELABO,ETAL., 

Plaintiffs, 

-against-

DR. REDDYS LABORATORIES, LTD., ETAL., 

: 

: 

02 Civ. 3672(SHS) 

S-

Defendants. 

SIDNEY H. STEIN, U.S. District Judge. 

ITIS HEREBY STIPULATEDANDAGREED that: 

1. Defendants shall provide plaintif& with written notice at least 10business 

days prior to defendants' commercial manufacture, use, offer to sell or sale within the United 

States or importation into the United States of any drug product claimed in U.S. Patent No. 

4,847,265; 

2. 	 Provided, however, h i t :  

(a) 	 Defendants are not required to give such written notice with 

respect to acts that fall-within the exception provided by 35 U.S.C. 

5 271(e)(1); and 

(b) 	 If a finaljudgment of the Court of Appeals for the Federal Circuit 

is entered holding claim #3 of U.S. Patent 4,847,265 invalid, 

defendants will not be required to give such writben notice solely 

with respect to the importation of such drug product. 



3. Nothing herein shall be construed to eliminate or limit plaintiffs' abilityto 

seek restraint of, or injunctive relief for, infringement of U.S.Patent 4,847,265 at any time. 

Dated: New York,New York 
January 23,2008 

CRAVATH, S W A M  & MOORE LLP 
Attorneys for Plaintiffs 
825 Eighth Avenue 
New York, New York 10019 
2 12-474-1 000 

BUDD,LARNER,P.C. 
Attorneys for Defendants 
1 50 John F.Kennedy Parkway 
Short Hills, New Jersey 07078 
973-379-4800 

Louis H. Weinstein, Esq. 





April 1 1,2006 

Dear Pravastatin ANDA applicant: 

This letter is prompted by the March 16,2006, opinion of the District of 
Columbia Circuit Court of Appeals, Teva Pharmaceuticals USA, Inc. v. FDA, Nos. 05- 
5401 & 05-5460,2006 U.S. App. LEXIS 6384 (D.C. Cir. Mar. 16,2006) ("Teva III"). 
We are amending our response to the letter submitted by Apotex Inc. on September 7, 
2004. Apotex sought a determination that a dismissal of a declaratory judgment action 
brought by Apotex against Bristol-Myers Squibb Company ("Bristol"), Apotex Inc. v. 
Bristol-Myers Squibb Co., No. 04-2922 (Jul. 23,2004 stipulation and order), constituted 
a "court decision trigger" beginning the 180-day period of marketing exclusivity for the 
first abbreviated new drug application ("ANDA") applicant to make a "paragraph IV" 
certification challenging a patent for Pravastatin Sodium Tablets 10 mg., 20 mg., 40 mg., 
and 80 mg. ("pravastatin"). FDA previously determined in a letter dated June 28,2005, 
that the dismissal constituted a court decision trigger, based on an interpretation of the 
court decision trigger provision, Section 505Cj)(5)(B)(iv)(II) of the Federal Food, Drug, 
and Cosmetic Act ("FDCA" or the "Act") (21 U.S.C. 3556)(5)(B)(iv)(II)), that the 
agency believed itself compelled to apply as a result of two decisions of the D.C. Circuit: 
Teva Pham., USA, Inc. v. FDA, 182 F.3d 1003 (D.C. Cir. 1999) ("Teva I") and Teva 
Pharm., USA, Inc. v. FDA, No. 99-5287,2000 U.S. App. LEXIS 38,667 (D.C. Cir. Nov. 
15,2000) ("Teva If'). Specifically, FDA believed that Teva Iand 11required the agency 
to treat a dismissal of a declaratory judgment action for lack of jurisdiction as a court 
decision trigger if the patentee is estopped from enforcing its patent against the 
declaratory plaintiff. 

Teva Pharmaceuticals USA, Inc. challenged FDA's June 28,2005 decision in 
district court. Teva Phams. USA, Inc. v. FDA, 398 F. Supp. 2d 176 (D.D.C. 2005). On 
appeal, the Teva 111court vacated the judgment of the district court with instructions to 
vacate the FDA's decision and remand to the agency for hrther proceedings. The court 
held that FDA's decision was arbitrary and capricious because "[tlhe FDA mistakenly 
thought itself bound by our decisions in Teva Iand Teva II." Teva 111,2006 U.S. App. 
LEXIS 6384, at *12. In the court's view, the Teva Iand Teva 11decisions had been 
decided purely on procedural grounds and "left the final decision" of statutory 
interpretation to FDA. Id. at *9. 

FDA has therefore undertaken to interpret the statute in light of the Teva 111 
court's direction "'to bring its experience and expertise to bear in light of competing 
interests at stake' and make a reasonable policy choice." Id. at *13 (quoting PDK Labs., 
Inc. v. DEA, 362 F.3d 786,797-98 (D.C. Cir. 2004)). As explained in greater detail 
below, FDA interprets the language of the court decision trigger provision, "the date of a 
decision of a court ...holding the patent which is the subject of the certification to be 
invalid or not infringed," to require a court decision with an actual "holding" on the 



merits that the patent is invalid, not infringed, or unenforceable. The holding must be 
evidenced by language on the face of the court's decision showing that the determination 
of invalidity, noninfringement, or unenforceability has been made by the court. FDA's 
experience in making court decision trigger determinations bears out the difficulty in 
implementing a broader, estoppel-based standard that requires the agency to evaluate 
whether the patentee is estopped from suing for infringement. FDA's "holding-on-the- 
merits" interpretation adheres closely to the language of the statute, and will provide a 
bright line that is more easily administrable by FDA and that will enable industry to 
make appropriate business planning decisions. 

Applying FDA's interpretation to the facts of this case, FDA has determined that 
the July 23,2004, Apotex-Bristol dismissal does not constitute a court decision trigger of 
180-day exclusivity for pravastatin because there is no language on the face of the 
dismissal evidencing that the court held on the merits that any of the subject patents were 
invalid, not infringed, or unenforceable. 

I. Statutory and Procedural Background 

A. 180-Day Exclusivity and the Court Decision Trigger 

Under section 5056)(2)(A)(vii), ANDA applicants must make one of four 
certifications (commonly referred to by the four sub-paragraphs of section 
5056)(2)(A)(vii) establishing them) to certain patents, claiming the drug or a use of the 
drug for which the ANDA applicant is seeking approval. The certifications are: a 
"paragraph I" certification that patent information has not been filed; a "paragraph 11" 
certification that the patent has expired; a "paragraph III" certification of the date the 
patent will expire; or a "paragraph IV"certification that the patent is invalid, not 
infringed, or not enforceable. 21 C.F.R. 5 3 14.94(a)(12)(i)(A). 

A paragraph I or II certification indicates that the applicant believes that the 
patent does not bar immediate approval of the ANDA. A paragraph III certification 
indicates that the applicant is not challenging the validity or applicability of the patent 
and that the applicant is seeking ANDA approval only after the patent expires. A 
paragraph IV certification indicates that the ANDA applicant disputes the applicability or 
validity of that patent. 

An ANDA applicant making a paragraph IV certification must provide notice to 
the new drug application (NDA) holder and patent owner stating that the ANDA has been 
filed and describing why the patent is invalid, will not be infringed, or is unenforceable. 
21 U.S.C. 5 3556)(2)(B); 21 C.F.R. 5 3 14.94(a)(l2)(i)(A). This notice provides the NDA 
holder and patent owner the opportunity to bring suit for patent infringement prior to 
FDA's granting marketing approval for the ANDA applicant's product. In certain cases, 
if the NDA holder or patent owner sues the ANDA applicant for patent infringement 
within 45 day of receipt of the notice, FDA must stay approval of the ANDA for 30 
months (21 U.S.C. 5 3556)(5)@)(iii)). The FDCA provides that an ANDA applicant 
cannot bring an action for declaratory judgment unless this 45-day period has expired, 

mailto:3556)(5)@)(iii))


neither the NDA holder nor the patent owner has sued the ANDA applicant for patent 
infringement before the expiration of that period, and, as applicable, the ANDA applicant 
has offered these parties confidential access to its application for the purpose of 
determining whether to bring a patent infringement suit. 21 U.S.C. $ 355(j)(5)(C)(i) 
(2005). 

Section 505(j)(5)(B)(iv) of the Act governs FDA's 180-day exclusivity 
determinations. The statute provides 180 days of marketing exclusivity as an additional 
incentive and reward to the first ANDA applicant to expose itself to the risk of being 
sued for infringing a patent that is the subject of the paragraph IV certification. It does so 
by delaying approval of subsequent ANDAs containing later paragraph IV challenges to 
the patent until the expiration of 180 days after a triggering event. The applicable version 
of the statute reads as follows: 

If the application contains a certification described in subclause IV of paragraph 
(j)(2)(A)(vii) and is for a drug for which a previous application has been 
submitted under this subsection [containing]' such a certification, the application 
shall be made effective not earlier than one hundred and eighty days after -

(1) 	 the date the Secretary receives notice from the applicant under 
the previous application of first commercial marketing of the 
drug under the previous application, or 

(11) 	 the date of a decision of a court in an action described in clause 
(ii) holding the patent which is the subject of the certification 
to be invalid or not infringed, 

whichever is earlier. 

21 U.S.C. 	4 355Cj)(5)(B)(iv) (2002).' Under this provision, either of two events can 
trigger the start of the exclusivity period: (1) the commercial marketing of the drug 
product as set forth in subparagraph (I); or (2) an applicable court decision as set forth in 

Courts reviewing the statute have commented that the word "continuing" reflects a typographical error 

and should be "containing." See, e.g.,Purepac Phann. Co. v. Friedman, 162 F.3d 1201, 1203 n.3 (D.C. 

Cir. 1998); Mova Pharm. Corp. v. Shalala, 140 F.3d 1060,1064 n.3 (D.C. Cir. 1998). 


Congress amended 21 U.S.C. 9 355(j) in late 2003. See The Access to Affordable Pharmaceuticals 
provisions of the Medicare Prescription Drug, Improvement, and Modernization Act of 2003, Pub. L. No. 
108-173, 117 Stat. 2066 (Dec. 8,2003) ("MMA''). The majority of the amendments pertaining to 180-day 
exclusivity do not apply to the exclusivity determinations for the pravastatin ANDAs because the earliest 
ANDA containing a paragraph IV certification was submitted before the December 8,2003, enactment 
date of the MMA. See id. 4 1102(b)(l). The h4MA does, however, apply to the court decision trigger 
determination at issue insofar as it defines a "decision of a court" as a final judgment from which no 
appeal can be or has been taken. See h4MA 8 1102(b)(3) (defining "decision of a court" for drugs for 
which a paragraph IV certification was filed before enactment of the MMA and for which there has been 
no triggering court decision as of the date of enactment, December 8,2003). 



subparagraph (11). Subparagraph (11) is commonly referred to as the "court decision 
trigger." 

By regulation, FDA has long interpreted the court decision trigger to be satisfied 
not only by a decision of a court holding the patent invalid or not infringed, but also by a 
decision holding the patent unenforceable. 21 C.F.R. $ 3 14.107(c)(l)(ii). In the 
preamble to the 1994 final rule implementing the Drug Price Competition and Patent 
Term Restoration Act of 1984 ("Hatch-Waxman Amendments" to the FDCA), the agency 
explained that references in section 505 to patent invalidity and noninfiingement should 
be interpreted to embrace unenforceability so as to be consistent with "Congress' obvious 
intent in allowing patent challenges under section 505," and to avoid absurd results. 59 
Fed. Reg. at 50,339 (citing Merck v. Danbury Pharmacal, Inc., 694 F. Supp. 1 (D. Del. 
1988), afd, 873 F.2d 141 8 (Fed. Cir. 1989)). 

B. The Teva Cases 

In the Teva cases, FDA was asked to determine whether the dismissal of a 
declaratory judgment action for lack of subject matter jurisdiction in a patent case 
between Teva and Syntex constituted a court decision trigger of exclusivity for Apotex 
(then Torpharm) for the drug ticlopidine. Teva I, 182 F.3d at 1006-07. FDA determined 
that the Teva-Syntex dismissal was not a "decision of a court" or a "holding," as required 
by the statute. Id. On appeal, the D.C. Circuit concluded that FDA's determination that 
there had been no court decision trigger was arbitrary and capricious. Id. at 1007-10. 
The court remanded to the agency for an explanation of, inter alia, why FDA did not 
recognize that a dismissal based on representations that estopped the patentee fiom suing 
for infringement constituted a court decision trigger. Id. 

On remand, FDA attempted to explain its decision, but the district court, Judge 
Kollar-Kotelly, rejected the agency's explanation. Teva Phamzs. USA, Inc. v. FDA, No. 
99-67, 1999 U.S. Dist. LEXIS 14,575 at *22-23 (Aug. 19, 1999) ("The FDA is bound by 
the Court of Appeals' determination that the purpose of the court decision trigger is to 
ensure that the patent-holder is estopped fiom suing the ANDA applicant."). The D.C. 
Circuit affirmed the district court's decision in an unpublished decision stating that "for 
the reasons cited . . . in Teva Iand by the District Court, the judgment of the agency fails 
for want of reasoned decision-making." Teva 1172000 U.S. App. LEXIS 38,667, at *6. 
Following the Teva IIdecision, FDA has believed that it was bound to apply an estoppel- 
based standard when making court decision trigger determinations, and initially applied 
this standard with respect to the pravastatin products at issue here. 



C. FDA's June 28,2005 Decision 

Bristol is the holder of an approved NDA 19-898 for pravastatin sodium tablets, 
which it markets under the brand-name Pravachol. Pravachol is approved for the primary 
and secondary prevention of coronary events and for treating hyperlipidemia. Bristol 
listed four relevant patents in the Orange Book with respect to its drug: U.S. Patent Nos. 
4,346,227 ("the '227 patent"); 5,030,447 ("the '447 patent"); 5,180,589 ("the '589 
patent"); and 5,622,985 ("the '985 patent"). Several ANDA applicants, including Apotex 
and Teva, have submitted ANDAs containing paragraph IV certifications to the '447, 
'589, and '985 patents. The '227 patent and its pediatric exclusivity expires on April 20, 
2006. Any applicant that has submitted a paragraph III certification to the '227 patent is 
thus precluded from marketing the drug at least until that date. 

Apotex notified Bristol of its paragraph IV certifications to the '447, '589, and 
'985 patents, but Bristol declined to sue Apotex for infringement. Apotex then sued 
Bristol in the United States District Court for the Southern District of New York (Apotex 
Inc. v. Bristol-Myers Squibb Co. (No. 04 CV 2922)) for declaratory judgment of non- 
infringement andlor invalidity of those patents. The case was dismissed by a stipulation 
and order issued on July 23,2004. 

The order recited that Bristol had "repeatedly represented and assured Apotex 
that, notwithstanding any disagreement on the scope or interpretation of the claims of the 
'447, '985, and '589 patents, it had no intention to bring suit against Apotex for 
infringement." Apotex stipulated to dismissal of the case for lack of subject matter 
jurisdiction based on those "pre-Complaint representations." Both parties signed the 
stipulation and order, which the court endorsed as "so ordered." 

By letter dated September 7,2004, Apotex requested a determination from FDA 
that the July 23,2004 stipulated order dismissing Apotex's declaratory judgment action 
constituted a "decision of a court" under section 5050')(5)(B)(iv)(II) that triggered any 
180-day exclusivity for pravastatin. In view of the Teva cases, FDA believed itself 
obliged to apply an estoppel-based standard in determining whether the July 23,2004 
order qualified as a court decision trigger. In its June 28,2005 decision, the agency 
determined that Bristol's assurances to Apotex that it would not sue for infringement 
estopped Bristol from suing Apotex for infringement. Thus, under the estoppel-based 
standard FDA believed Teva Imandated, FDA found that the dismissal qualified as a 
court decision under section 50 5(j)(5)(B)(iv)(II), triggering the running of 1 80-day 
exclusivity for the '447, '589, and '985 patents. 

Pediatric exclusivity is intended as an incentive to sponsors to conduct and submit to FDA studies 

requested by the agency on the use of drugs in pediatric populations. It is a six-month exclusivity that 

attaches to any listed patent or exclusivity for the drug studied. 21 U.S.C. 4 35Sa. 




D. Teva III 

On July 26,2005, Teva sued FDA, arguing that FDA's June 28,2005 decision 
was based on the agency's erroneous belief that Teva I and Teva II required the agency to 
apply an estoppel-based standard. Alternatively, Teva argued that even if the Teva 
decisions did impose an estoppel-based standard for the court decision trigger, Bristol's 
assurances to Apotex were insufficient to effect a complete estoppel. Teva additionally 
argued that the dismissal had been made effective not by the court but by the parties 
under Federal Rule of Civil Procedure 4l(a)(l)(ii), and as such lacked sufficient judicial 
involvement to constitute a "decision" or a "holding" of the court. 

The district court agreed with Teva that the dismissal had been made effective 
under Rule 4 1 (a)(l)(ii) and lacked sufficient "judicial imprimatur" to constitute a court 
decision trigger of 180-day exclusivity. Teva Pharms. USA, Inc. v. FDA, 398 F. Supp. 2d 
176, 190 (D.D.C. 2005) (Bates, J.). The court stated, however, that Bristol's statements 
to Apotex were sufficient to preclude Bristol from suing for infringement, concluding 
that "[tlhis case thus embodies the peculiar circumstance in which the words of [Bristol] 
are preclusive, but they are not part of a 'decision' or 'holding' within the meaning of the 
Hatch-Waxman Act." Id. at 192 n.6. The district court did not reach the question of 
whether Teva I and Teva II had established a substantive rule binding upon FDA. 

On appeal, the D.C. Circuit determined that "[tlhe FDA mistakenly thought itself 
bound by our decision in Teva I and Teva I.," and held that "[tlhis error renders [the 
agency's] decision arbitrary and capricious." Teva 111, 2006 U.S. App. LEXIS 6384, at 
*12. The court explained that it had never established a requirement to apply the 
estoppel standard as an interpretation of the court decision trigger. Id. at *8-10. Rather, 
Teva III held that Teva I had simply found FDA's reasoning inadequate for the reasons 
discussed in that decision. Id. at *9; see also section II.A., infra. Concluding that "FDA 
still has not answered the questions put to it by the Teva I court," id. at *13 n.5, the court 
vacated the district court's judgment and directed the district court to remand to the 
agency to interpret the court decision trigger provision in view of the agency's own 
expertise and appropriate policy considerations. Id. at *13. 

n. FDA's Interpretation of the Court Decision Trigger Provision 

In accordance with the Teva III court's determination that FDA is not bound to 
apply the estoppel-based standard discussed in Teva I, FDA has brought its experience to 
bear and now makes an independent interpretation of the statute. FDA has determined 
that it is most appropriate to interpret the statute consistently with its plain language. 
Thus, the agency is interpreting the court decision trigger provision to require a decision 
of a court that on its face evidences a holding on the merits that a patent is invalid, not 
infringed, or unenforceable. This interpretation follows most readily from the statutory 
language and FDA's long-standing regulation including unenforceability as a separate 
basis for a court decision trigger. 21 U.S.C. 5 355(j)(5)(B)(iv)(II) ("the date of a decision 
of a court .. . holding the patent which is the subject of the certification to be invalid or 
not infringed") (emphasis added); see also 2 1 C.F.R. $ 3 14.107(c)(l)(ii) ("The date of a 



decision of the court holding the relevant patent invalid, unenforceable, or not 
infringed.") (emphases added).4 

A "holding" is generally defined to mean "[a] court's determination of a matter of 
law pivotal to its decision; a principle drawn from such a decision." Black's Law 
Dictionary at 737 (7th ed. 1999). The statute's express requirement of a "holding" that 
the patent is "invalid" or "not infringed" indicates that. the court must resolve the issues 
of invalidity, noninfringement, and unenforceability (pursuant to FDA's regulation) on 
the merits. See id. at 1003 (defining "merits" as referring to "[tlhe elements or grounds 
of a claim or defense; the substantive considerations to be taken into account in deciding 
a case, as opposed to extraneous or technical points, esp. of procedure"). Under the 
agency's interpretation, in the court decision trigger context, the holding must be 
evidenced by a statement on the face of the court's decision demonstrating that the court 
has made a determination on the merits of patent invalidity, noninfiingement, or 
unenforceability. 

A. 	 FDA's Response to Teva I 

In reaching this interpretation, FDA is mindful of the TevaIcourt's criticism of 
the agency's original position, as well as the Teva 111court's view that FDA has never 
adequately addressed that criticism. FDA addresses the specific issues raised in Teva I 
below. 

1. 	 FDA's Interpretation is Consistent with the Purpose of the Statute 
and Will Promote Industry Certainty and Administrative 
Workability 

FDA acknowledges the Teva Icourt's discussion of broader definitions of 
"decision" and "holding" as potentially including dismissals with preclusive effect. Teva 
I, 182 F.3d at 1008. However, the Teva 111court has determined that Teva I's discussion 
is not binding upon the agency. Teva 111,2006 U.S. App. LEXIS 6384, at *12. 

Teva Ifurther suggested that estoppel was a relevant consideration for the court 
decision trigger because a different view would allow the patent holder to manipulate the 
system and delay generic competition by stating that it would not enforce its patent. Teva 
I, 182 F.3d at 1009. That result, in the court's view, would be contrary to the purpose of 
the statute. Id. FDA does not believe, however, that a narrower, textually-based 
approach is contrary to the purpose of the statute. The court decision trigger provision 

The D.C. Circuit has found that the court decision trigger provision is ambiguous. See Teva I, 182 F.3d 
at 1007-08 (noting that the t e r n  "holding" and "decision" are subject to interpretation); see also Teva 111, 
2006 U.S.App. LEXIS 6384 at *12 (assuming, in accordance with Teva I, that the statute is ambiguous). 
To the extent that there is ambiguity in any of the term, such as "decision," "holding," "invalid," 'hot 
infringed," and [by regulation] "unenforceable," FDA's interpretation is permissible and hews more 
closely to the language of the statute than the estoppel-based approach that the agency believed was 
compelled by Teva Iand Teva II. 



expressly requires a decision of a court holding in favor of the ANDA applicant. The 
agency's "holding-on-the-merits" standard may provide a more limited trigger than an 
estoppel-based standard, but it is Congress itself that chose to impose the requirements of 
a "decision of a court" and a "holding." The estoppel-based standard, by contrast, has the 
anomalous result of substituting the agency's subsequent determination of preclusive 
effect for a court's holding on the merits. 

Elsewhere, the D.C. Circuit has recognized that the exclusivity provision reflects 
a Congressional balancing of competing policy goals. See Teva Pharmaceutical Indus. v. 
FDA, 410 F.3d 51,54 (D.C. Cir. 2005). "Because the balance struck. . . is 
quintessentially a matter for legislative judgment," the interpretation should "attend 
closely to the terms in which Congress expressed that judgment." Id. FDA believes that 
it is appropriate to apply the most facially supportable interpretation of the statutory 
language to give effect to Congress's purpose for the court decision trigger provision, and 
that nothing less than a court decision with a holding on the merits of the patent claims 
should qualify as a court decision trigger. The estoppel-based approach, by contrast, 
renders the terms "decision," "holding," and "invalid or not infringed" superfluous, in 
contravention of accepted canons of statutory construction. See, e.g, Bailey v. United 
States, 516 U.S. 137, 146 (1995) (superseded by statute on other grounds) ("We assume 
that Congress used [the] terms because it intended each term to have a particular, 
nonsuperfluous meaning."). Indeed, pre-Teva I, the D.C. Circuit suggested that a proper 
interpretation of the court decision trigger should give substantive effect to the terms that 
Congress chose. See Purepac Pharm. Co. v. Friedman, 162 F.3d 1201,1205 n.6 (D.C. 
Cir. 1998) ("Suppose hrther that a first applicant is sued but that the suit does not result 
in a judicial decision finding the patent not infringed or invalid, so that the judicial 
decision trigger in 9 3556)(5)(B)(iv) is not activated. This could happen if, for instance, 
the suit is dropped or settled."). 

Further, the law on estoppel relevant in the court decision trigger context is not 
well developed. In fact, the Federal Circuit law to which the D.C. Circuit looked in Teva 
Ito determine whether a particular representation has estoppel effect generally addresses 
whether there is suficient reasonable apprehension of suit to support a declaratory 
judgment action, and not, as in the Teva Icourt's inquiry, whether the patentee is 
ultimately estopped from suing for infringement.' In short, applying the estoppel 
standard articulated by the Teva Icourt would often require FDA to resolve factually 
intensive questions with little guidance from the courts on how to apply the facts to the 
law. 

Estoppel can be raised in different contexts, and the agency foresees that an 
estoppel-based approach could require FDA to make determinations based on a host of 
factors regarding whether a patentee may be equitably estopped from suing a particular 
ANDA applicant. See, e.g., A. C. Aukerman Co. v. R.L.Chaida Constr. Co., 960 F.2d 

' See Teva I, 182F.3d at 1008-08 (citing Super Sack Mk.Corp. v. Chase Packaging Corp., 57 F.3d 1054, 
1059 (Fed. Cir. 1995); Spectronics Corp. v. H.B. Fuller Co., 940 F.2d 631,636-38(Fed. Cir. 1991);and 
Fina Research, S.A. v. Baroid Ltd., 141 F.3d 1479, 1483-84 (Fed. Cir. 1998)). 



1020, 1028 (Fed. Cir. 1992) (en banc) (noting factors relevant to equitable estoppel: 
(1) misleading conduct by the patentee indicating that it will not enforce its patent; 
(2) reliance by the alleged infringer; and (3) material prejudice to the alleged infringer if 
the patentee is allowed to proceed with its claim). Such determinations are often quite 
subjective, dependent on an infinite variety of factual contexts, and provide scant basis 
for predictability to the regulated industry. 

In addition, the estoppel-based approach has been difficult to apply and has led to 
uncertainty. Experience has shown, for example, that declaratory judgment actions may 
be dismissed for a variety of reasons, not all of which concern representations with 
preclusive effect that can then serve as a proxy for a finding of estoppel. See, e.g., Teva 
Pharms.USA, Inc. v. Pfzer, Inc., 395 F.3d 1324, 1333 (Fed. Cir.), cert, denied, 126 S. 
Ct. 473 (2005) (dismissing declaratory judgment action for lack of subject matter 
jurisdiction despite the patentee's refusal to provide assurance that it would not sue). 
Indeed, TevaIand Teva II, as well as the instant pravastatin case, demonstrate the 
difficulty of applying an estoppel-based standard that requires the agency to evaluate the 
underlying reasons for a dismissal -and the very low likelihood of industry certainty 
under such a ~tandard.~ 

FDA is ill-equipped to make fact-based determinations concerning whether 
certain statements or actions of a company in litigation to which FDA is not a party may 
estop that company from enforcing its patent. FDA's interpretation of the court decision 
trigger provision as requiring a holding on the merits will enable the agency to rely on the 
face of the court's decision to determine whether there has been a holding that a patent is 
invalid, not infringed, or unenforceable. As TevaIand Teva11demonstrate, an estoppel- 
based approach inexorably spawns subsequent litigations concerning FDA's estoppel 
determinations-litigations that can be avoided under a clearer, textually-based 
standard. 

2. 	 FDA's Interpretation is Consistent with its Regulation, which 
Includes Unenforceability as a Separate Basis for a Court Decision 
Trigger 

The TevaIcourt requested that FDA explain how FDA's decision that the Teva- 
Syntex dismissal was not a court decision trigger was consistent with FDA's regulation 
including unenforceability as a basis for the court decision trigger. Id. at 1009-10. Teva 
Isuggested that FDA's position was "absurd" because FDA's regulation included 
unenforceability, but FDA refused to acknowledge a dismissal that had the apparent 
effect of unenforceability as a court decision trigger. Id. 

In the pravastatin case, for example, the district court agreed with FDA that Bristol was estopped fiom 

suing Apotex for infringement, but for different reasons. Compare Teva, 398 F. Supp. 2d at 192 n.6 

(finding preclusion based on Bristol's representations having ''prevent[ed] any reasonable apprehension 

from arising"); with FDA's June 28,2005 letter at 4 (finding preclusion based on Bristol's repeated 

assurances that it had no intention to sue Apotex for infringement). 




FDA's regulation interpreting the court decision trigger states that the trigger 
occurs on: "[tlhe date of a decision of the court holding the relevant patent invalid, 
unenforceable, or not infringed." 21 C.F.R. 4 3 14.107(~)(1). FDA's inclusion of 
"unenforceable" in its regulation serves the salutary purpose of encouraging patent 
challenges based on unenforceability. See 59 Fed. Reg. at 50,339. The regulation, 
consistent with the statute, expressly requires that there be a court "decision" and a 
"holding" of unenforceability. 

FDA does not believe that a patentee's statements concerning its intentions not to 
enforce a patent, even if reflected in the dismissal, constitute a court's "decision . . . 
"holding" a patent unenforceable. As explained in section II.A. 1 ., supra, FDA rejects an 
estoppel-based interpretation of the statute based on a patentee's representations. AS 
noted, a declaratory judgment action can be dismissed for a variety of reasons, and such a 
dismissal cannot uniformly serve as a proxy for a determination of preclusive effect. 
Even if a patentee's representations have the apparent effect of rendering a patent 
unenforceable vis-8-vis a particular ANDA applicant, in the agency's view, a holding of 
unenforceability must result from a court's consideration of that issue on the merits, 
rather than FDA's evaluation of the effect of a patentee's statement. The estoppel-based 
approach turns the statutory language on its head, by compelling FDA -rather than a 
court, as the statute seemingly requires -to effectively make a "decision" and a 
"holding" of unenforceability. Such patent-related decisions are not within the agency's 
expertise, nor does the statute require FDA to make those decisions. FDA's statutory and 
regulatory interpretation is not "absurd" because it is narrower than the estoppel-based 
standard. The agency's interpretation gives full effect to each word of the statute and 
regulation and will provide greater certainty than the estoppel-based standard. 

3. 	 FDA's Interpretation is Consistent with the FDA's 180-day 
Exclusivity Guidance and the Granutec Decision 

Teva I also concluded that FDA had not adequately explained its position on the 
Teva-Syntex dismissal with regard to (a) FDA's "case-by-case" approach to exclusivity 
set forth in a guidance document, 180-Day Generic Drug Exclusivity under the Hatch- 
Waxman Amendments to the Federal Food, Drug, and Cosmetic Act (June 1998) (1 80- 
day exclusivity guidance); or (b) why the agency recognized a grant of partial summary 
judgment of noninfringement based on a patent holder's admission as a court decision 
trigger in Granutec, Inc. v. Shalala, 139 F.3d 889, 1998 WL 153410 (4th Cir. Apr. 3, 
1998) (unpublished opinion), but did not consider the Teva-Syntex dismissal for lack of 
subject matter jurisdiction a court decision trigger even though it too arose from 
statements made by the innovator. Id. at 10 10- 1 1. 

The regulatory landscape has changed dramatically since FDA's original 
determination that the Teva-Syntex dismissal did not constitute a court decision trigger. 
At that time, FDA was undertaking rulemaking and regulating directly from the statute in 
the interim, using a "case-by-case" approach to make its exclusivity determinations. See 
180-day exclusivity guidance. TevaI suggested that FDA had failed to adopt any 
particular interpretation of the statute, and also had not "abideid] by the commitments it 



made in the 'Guidance for Industry' as to how it would proceed until a new rulemaking 
was completed." Id. 

Just a few days after the Teva I decision, in proposing a rule, FDA rejected a 
suggestion that a dismissal for lack of jurisdiction based on a lack of case or controversy 
should constitute a court decision trigger. 180-Day Generic Drug Exclusivity in 
Abbreviated New Drug Applications, 64 Fed. Reg. 42,873,42,88 1 (Aug. 6, 1999) 
(proposed rule). Rather, the agency proposed a 180-day "triggering period," during 
which there would have to be either a favorable court decision or commercial marketing 
of the drug. Id. at 42,877. If neither of those events occurred, the first ANDA applicant 
would lose its eligibility for exclusivity. Id. Under the "triggering period" approach, 
subsequent applicants would not be blocked indefinitely fiom approval, and would thus 
presumably have no need to seek to trigger exclusivity by bringing declaratory judgment 
actions and thereby raising the myriad issues that arose in the Teva litigations. Id. at 
42,881. 

FDA withdrew that proposed rule in 2002, however, in part due to its belief that 
the Teva I "holding was directly at odds with the approach the agency proposed in the 
August 1999 proposed rule to deal with dismissals of declaratory judgment actions." 
180-Day Generic Drug Exclusivity for Abbreviated New Drug Applications, 67 Fed. 
Reg. 66,593, 66,594 (Nov. 1,2002) (withdrawal of proposed rule) ("After careful 
consideration of the comments on the August 1999 proposed rule and multiple court 
decisions affecting the agency's interpretation of the provisions of the act relating to 180- 
day exclusivity and ANDA approvals, FDA has concluded that it is appropriate to 
withdraw the August 1999 proposed rule at this time."). Following FDA's withdrawal of 
its proposed rule, Congress substantially amended the 180-day exclusivity provision in 
the MMA. See note 2, supra. FDA determined not to expend its resources crafting a 
regulation that would be vulnerable to challenge if it diverged fiom Teva I and would in 
any event become less relevant in the near future due to Congress's substantial revision 
of the 180-day exclusivity provision, which ultimately eliminated the court-decision 
trigger provision (but provided for forfeiture of exclusivity in certain circ~mstances).~ 

Now, however, FDA is independently interpreting the statute in accordance with 
the direction of the Teva III court. For all of the reasons explained above, FDA's 
interpretation here is fully consistent with the statutory language and the extensive 
regulatory and judicial history concerning the agency's treatment of the court decision 
trigger issue. 

' It bears noting that one event that can trigger forfeiture under the MMA is a "a settlement or consent 
decree that enters a final judgment that includes a finding that the patent is invalid or not infringed." 21 
U.S.C. 4 355(j)(5)(D)(i)(I)(bb)(BB) (2005). As explained above, the MMA amendments do not apply to 
pravastatin except in one respect (seenote 2, supra) and are not at issue in this decision. The agency's 
determination to apply the ?holding-on-the-merits" standard under the pre-MMA statute does not reflect an 
agency view as to the proper scope or interpretation of this forfeiture provision or any other forfeiture 
provision in the MMA. 



Teva Ialso suggested that the Teva-Syntex dismissal should satisfy the court 
decision trigger requirement because it "support[ed] estoppel to the same extent as the 
grant of partial summary judgment at issue in Granutec." Teva I, 182 F.3d at 101 1. For 
the reasons explained in section II.A.1, supra, however, FDA does not believe that the 
court decision trigger provision should be interpreted to embrace dismissals based on 
underlying statements that have estoppel effect unless the decision evidences a court 
holding on the merits of the patent claims. Applying the "holding-on-the-merits" 
interpretation, it is clear that the Teva-Syntex dismissal was materially distinguishable 
from the decision at issue in Granutec. 

The underlying decision in Granutec was a memorandum decision by the court 
granting a motion for partial summary judgment of noninfiingement based on the 
patentee's concession that the defendant's product did not infringe. Glaxo, Inc. v. 
Boehringer Ingelheim Corp., No. 95-CV-0 1 342 (D. Conn. Oct. 7,1996) (memorandum 
decision). The court's grant of summary judgment is clearly a holding on the merits of 
patent noninfringement as a matter of law.* See Fed. R. Civ. Proc. 56(c) ("The judgment 
sought shall be rendered forthwith if the pleadings, depositions, answers to 
interrogatories, and admissions on file, together with the affidavits, if any, show that 
there is no genuine issue as to any material fact and that the moving party is entitled to a 
judgment as a matter of law."). In contrast, the Teva-Syntex case was dismissed on 
jurisdictional grounds based on Teva's lack of a reasonable apprehension of suit. See 
Teva I,182 F.3d at 1004. Once the court recognized that it lacked jurisdiction, it 
appropriately refused to decide the merits of the case and granted Syntex's motion to 
dismiss. Thus, FDA's textually-based interpretation is entirely consistent with its 
determination that there was a court decision trigger in Granutec, but not in the Teva- 
Syntex case. 

B. 	 FDA's Interpretation is Most Facially Supportable and is Consistent with 
Important Policy Goals of Regulatory Clarity and Certainty 

The legislative history for the Hatch-Waxman amendments clearly reflects a 
congressional intent to expedite approval of generic drugs and promote competition in 
the drug marketplace. H.R. Rep. No. 98-857, Pt. 1,98th Cong., 2d Sess. at 14-15, 
reprinted in 1984 U.S.C.C.A.N. 2647-48. However, to achieve these policy goals, 
Congress established a regime that depends on ANDA applicants to challenge drug 
patents to enable earlier approval of generic drugs and, thereby, promote competition. 
Congress clearly believed that ANDA applicants needed an incentive beyond the 
prospect of earlier generic market entry to take on the litigation risks associated with 
challenging drug patents. This Congressional belief is manifested in the statutory 
provision for 180-day exclusivity under section 5056)(5)(B)(iv), 

Consistent with its decision in the Granutec case, FDA's interpretation does not demand, and the agency 
does not intend to limit its scope to, court decisions following a full trial. The statutory language "decision 
of a court" in section 505(j)(5)(B)(iv)(II) does not require such a narrow reading; nor does the legislative 
history appear to indicate Congressional intent for the language to be read in such a manner. 



A relatively broad interpretation of the court decision trigger, such as the estoppel 
standard, makes it easier to trigger 180-day exclusivity. In any specific case, this may 
speed approval of subsequent ANDA applicants and, therefore, competition in the 
marketplace. However, a relatively broad trigger for 180-day exclusivity could diminish 
the value of 180-day exclusivity to ANDA applicants, and thus it might also reduce the 
incentive for ANDA applicants to challenge an innovator's patents. A relatively narrow 
interpretation, such as the "holding-on-the-meritsyy standard, may slow approval of 
subsequent ANDAs and competition in a specific case. It could, however, make 
exclusivity more valuable, and thus make patent challenges more common overall. In 
any event, the legislative history offers little if any guidance as to which interpretation 
Congress might have preferred, and thus it is appropriate to apply the interpretation most 
consistent with the plain language of the provision. See, e.g., Teva, 410 F.3d at 54. 

In the absence of clear Congressional intent to promote another policy objective, 
the agency considers clarity and certainty of critical importance. Because of the huge 
financial consequences that result fiom gaining or losing six months of ANDA marketing 
exclusivity, drug companies have creatively construed the FDCA and relevant court 
decisions to gain whatever marketing advantage they can. This dynamic is demonstrated 
with remarkable clarity by Apotex's and Teva's having taken legal positions with respect 
to the Apotex-Bristol dismissal that are diametrically opposed to their positions in the 
original Teva litigation during 1999 and 2000. This change of positions is not surprising 
because their roles are reversed: with respect to pravastatin, they each occupy the seat 
the other occupied with respect to ticlopidine. Indeed, the parties' (as well as the Generic 
Pharmaceutical Association's) disparate policy arguments for and against easier 
triggering at different times underscores that there may be no clearly preferable position 
fiom a policy perspective. See, e.g., Teva Phanns. USA, Inc. v. FDA, No. 05-1469 
(D.D.C.) (Opp. of Intervenor-Defendant Apotex Inc. to Mot. of Generic Pharmaceutical 
Ass'n for Leave to File Brief as Amicus Curiae, at 2-4, filed Sept. 9,2005) (noting that 
the Generic Pharmaceutical Association has made policy arguments both for and against 
a broad interpretation of the court decision trigger in different cases). 



The stipulated order dismissing the Apotex-Bristol case could reasonably be 
viewed as an effort to tailor a dismissal order to satisfy the estoppel standard discussed in 
TevaI. It includes a statement on its face that Bristol had committed not to sue Apotex 
for patent infringement. It expressly states that the case is dismissed for lack of subject 
matter jurisdiction on the basis of Bristol's assurances. Nevertheless, Teva challenged 
the agency's determination on multiple grounds, including whether Bristol's statements 
had estoppel effect and whether the order constituted a decision of a court as a matter of 
federal civil procedure law.' 

FDA's experience suggests that drug companies will continue to litigate over 
exclusivity issues whenever the potential financial rewards are sufficiently high. Were 
FDA to adopt a standard less objective and clear than the "holding-on-the-merits" , 

standard, the opportunities for disputes regarding the tripping of the court decision trigger 
would increase. Further, it seems reasonable to assume that applicants are more likely to 
conclude that their chances of success .in court are better in cases concerning patentee 
estoppel because of FDA's lack of expertise on this issue. 

It is in the public's interest, as well as FDA's own interest, to have exclusivity 
triggering determinations governed by a legal regime that is clear and easily 
administered. Encouraging highly-interested and well-financed litigants to pursue ever- 
finer distinctions, ever farther removed from the language of the statute and from its 
purposes, does not advance the public's interest. It offers no guarantee of more rapid 
generic drug approvals, only a high likelihood of delay due to litigation, and the prospect 
that this area of law will remain unnecessarily unstable, thus undermining marketplace 
certainty and interfering with business planning and investment. 

C. Application of FDA's Interpretation to the Apotex-Bristol Dismissal 

Under FDA's interpretation, it is clear that the July 23,2004, stipulated order 
dismissing the Apotex-Bristol declaratory judgment action i s  not a court decision 
"holding" that the subject patents are invalid, not infringed, or unenforceable. Nowhere 
on the face of the order is there such a determination by the court regarding any of the 
patents at issue. Even if Bristol's assurances to Apotex, incorporated into the dismissal 
order, were later determined by a court to estop Bristol from suing Apotex for 
infringement, the July 23,2004 dismissal itself does not contain a holding on the merits 

The agency's brief on appeal to the Teva III court indicates the potentially myriad complexities of 
attempting to apply an estoppel-based standard: 

The considerations that the district court's decision make crucial -whether the dismissal for lack 
of jurisdiction resulted from a motion or a stipulation, whether the dismissal was effected under 
one procedural rule or another, whether the dismissal recites that the court found "good causes' for 
it, whether the court considered papers beyond the motion or stipulation itself, whether the court 
held a hearing, and the like ...bear no relationship either to whether the decision "hold[s] the 
patent ...to be invalid or not infringed" . . . . 

Br. for the Federal Appellants at 54 (filed Dec. 22,2005). 



of patent invalidity, noninfiingement, or unenforceability -the issues specified by 
Congress in the statute (and FDA by regulation). Indeed, the dismissal order makes clear 
that the case was dismissed for procedural reasons (lack of subject matter jurisdiction) 
based on Bristol's representations without a holding on the merits of Apotex's 
declaratory judgment patent claims. 

FDA has thus concluded that 180-day exclusivity for pravastatin was not 
triggered by the July 23,2004 dismissal. Absent a material change in circumstances, 
FDA intends to approve only those ANDAs eligible for 180-day exclusivity for 
pravastatin when the '227 patent (including its period of pediatric exclusivity) expires on 
April 20,2006. Approvals of all other pravastatin ANDAs will be delayed for 180 days 
after exclusivity has been triggered.'' 

111. Conclusion 

FDA interprets the court decision trigger provision to require a decision of a court 
that on its face evidences a holding on the merits of patent noninfi-ingement, invalidity, or 
unenforceability. The July 23,2004, Apotex-Bristol dismissal does not contain such a 
holding. FDA therefore denies Apotex's request for an agency determination that 180- 
day exclusivity for pravastatin has been triggered and run. 

Sincerely, 

IS/ "Gary Buehler" 

Gary Buehler 
Director 
Office of Generic Drugs 
Center for Drug Evaluation and Research 

Apotex asserted that the Apotex-Bristol dismissal applied to the 10 mg, 20 mg, 40 mg, and 80 mg 
strengths of pravastatin. Because FDA has determined that the Apotex-Bristol dismissal does not qualify 
as a court decision trigger for any strength of pravastatin, EDA need not decide (and this decision should 
not be construed as deciding) whether the dismissal order encompassed all four strengths. 
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