
IN THE UNITED STATES COURT OF APPEALS
FOR THE DISTRICT OF COLUMBIA CIRCUIT

)
TEVA PHARMACEUTICALS USA, INC., )

)
Plaintiff-Appellant, )

)
v. ) No. 09-5281

) (consolidated with
KATHLEEN SEBELIUS, in her Official ) No. 09-5308)
Capacity as Secretary of Health and )
Human Services, et al., )

)
Defendants-Appellees. )

)

APPELLEES' OPPOSITION TO APPELLANT'S
EMERGENCY MOTION TO ISSUE MANDATE FORTHWITH

Pursuant to Fed. R. App. P. 27(a)(3), Cir. R. 27, and the Court's March 9, 2010,

order, appellees Kathleen Sebelius, Secretary of Health and Human Services, et al.

("the government"), hereby oppose the emergency motion of appellant Teva

Pharmaceuticals USA, Inc. ("Teva"), which seeks immediate issuance of the mandate. 

As explained herein, the government has just learned of a significant fact that has a

direct bearing on this litigation:  according to publicly available information from the

Patent and Trademark Office ("PTO"), the Merck '075 patent here at issue expired in

March 2009.  Because of that fact and other substantial reasons, expedited issuance

of the mandate would be plainly inappropriate.  The Court should therefore deny

Teva's motion.
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BACKGROUND

The complexity of this matter warrants a brief recitation of the background and

most pertinent aspects of this case.

Pending before the Food and Drug Administration ("FDA") are Teva's

Abbreviated New Drug Applications ("ANDAs"), which seek approval to market

generic versions of brand-name drugs marketed by Merck and used to treat

hypertension.  Teva asserts that, because its ANDAs were the first to contain a

"paragraph IV certification" directed at Merck's patent No. 5,608,075 ("the '075

patent"), it is entitled to a 180-day period of marketing exclusivity for its generic

products under the Federal Food, Drug, and Cosmetic Act ("FDCA").  See 21 U.S.C.

§ 355(j)(5)(B)(iv).  The 180-day exclusivity period, however, can be forfeited if any

one of six events, specified in the statute, occurs.  See id. § 355(j)(5)(D)(i), (ii).  One

such event (termed a "Failure to market" in the statute) may occur when the patent

that is the subject of a paragraph IV certification is withdrawn, or "delisted."  See id.

§ 355(j)(5)(D)(i)(I)(bb)(CC).  Another "forfeiture event" is the expiration of the

patents "as to which the [ANDA] applicant submitted a certification qualifying it for

the 180-day exclusivity period."  Id. § 355(j)(5)(D)(i)(VI). 

Although Merck has delisted the '075 patent – the only patent qualifying Teva

for exclusivity – Teva contends that, under its interpretation of the statute, it is
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nonetheless entitled to 180 days of marketing exclusivity upon approval of its

pending ANDAs.  Believing that, upon approval of its ANDAs, FDA would

determine that Teva forfeited exclusivity because of the '075 patent's delisting, Teva

brought this pre-enforcement action in June 2009, seeking declaratory and injunctive

relief compelling FDA to adopt Teva's interpretation of the statute with respect to

delisting of a patent that is the subject of a paragraph IV certification.  The district

court disagreed with FDA's arguments that, because FDA has yet to take final action

on Teva's ANDAs, Teva's action was not ripe and Teva lacked standing.  On the

merits, however, the district court upheld FDA's reading of the statute.

Teva appealed.  In a decision issued on March 2, 2010, a divided panel of this

Court rejected FDA's arguments, and it ruled that Teva's action is ripe for judicial

review and that Teva has standing.  Op. 10-22.  On the merits, the panel majority

reversed the district court and held that the statutory provision that provides for

forfeiture upon patent delisting cannot result in forfeiture because such a result is

"inconsistent with, and thus foreclosed by, the statutory scheme."  Id. at 3; see id. at

23-29.  The Court therefore remanded the matter to the district court "for further

proceedings not inconsistent with this opinion."  Id. at 31.  Judge Henderson

dissented, concluding that "the issue Teva seeks to litigate – its statutory eligibility

vel non to exclusively market generic versions of Cozaar and Hyzaar, brand name
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drugs manufactured by Merck & Co., Inc. (Merck) – will not be ripe unless and until

the [FDA] issues its final decision either granting or denying Teva's [ANDAs]." 

Dissent 1.

Teva now seeks immediate issuance of the mandate.  The last remaining

relevant patent protection for Merck's brand-name version of the drugs here at issue

(plus a six-month period of "pediatric exclusivity" not here at issue) expires on April

6, 2010.  Teva, which has received tentative approval for its ANDAs, believes that

it should receive final FDA approval on that date, accompanied by the 180-day period

of marketing exclusivity.  Thus, Teva seeks issuance of the mandate no later than

April 5, 2010, "so that the district court can enter an appropriate order pursuant to the

Court's remand before FDA approves any competing losartan ANDAs on April 6." 

Motion at 3.

ARGUMENT

1. Pursuant to Fed. R. App. P. 40(a)(1), the government has 45 days, or

until April 16, 2010, in which to petition for rehearing by the panel and/or the Court

sitting en banc.  That 45-day period "recognizes that the Solicitor General needs time

to conduct a thorough review of the merits of a case before requesting a rehearing." 

Fed. R. App. P. 40, Advisory Committee Notes (1994 Amendment).  See 28 C.F.R.
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§ 0.20(b) (Solicitor General determines whether government will seek rehearing en

banc).

Ordinarily, the mandate is not issued until seven days after the disposition of

any rehearing petition.  Fed. R. App. P. 41(b); Cir. R. 41(a)(1).  The Court, however,

"retain[s] discretion to direct immediate issuance of its mandate in an appropriate

case," when a moving party demonstrates "good cause" for such action.  Cir. R.

41(a)(1).  Immediate issuance of the mandate is appropriate when the Court is

satisfied that it would not change its decision upon rehearing or rehearing en banc, 

and "'there is no reasonable likelihood that the Supreme Court would grant review.'" 

Johnson v. Bechtel Assocs. Prof'l Corp., 801 F.2d 412, 415 (D.C. Cir. 1986) (quoting

Ostrer v. United States, 584 F.2d 594, 598 (2d Cir. 1978)).

Expedited issuance of the mandate has serious consequences.  It "formally

marks the end of appellate jurisdiction," and precludes an otherwise timely petition

for rehearing, unless the would-be petitioner successfully moves for a recall of the

mandate.  Id. at 415-16.  Thus, if the issuance of the mandate in this matter is

expedited, it will preempt the Solicitor General's consideration of whether this Court's

divided panel decision warrants further review, and, if she subsequently determines

that rehearing en banc should be requested, it will necessitate a motion for recall of

the mandate.
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2. This is not an appropriate case for expedited issuance of the mandate for

several reasons.  On the afternoon of March 8, 2010, a significant fact that bears

directly on Teva's pending ANDAs (and that of any other manufacturer seeking to

market the same generic drug) was informally brought to FDA's attention for the first

time.  According to information on PTO's website, the delisted Merck '075 patent at

issue in this case actually "[e]xpired" on March 30, 2009, because of nonpayment of

maintenance fees.  See Exhibit A (pages from PTO website); see also 35 U.S.C.

§ 41(b); 37 C.F.R. § 1.362(g).  On March 9, 2010, Apotex, Inc. (cross-appellant and

an amicus in this proceeding), formally called this matter to FDA's attention.  See

Exhibit B (Letter from Apotex to FDA).1

The expiration of the Merck '075 patent has important, and potentially

dispositive, consequences for this litigation.  First, in determining whether to approve

 FDA does not correct patent information contained in the Orange Book unless1

and until the New Drug Application ("NDA") holder confirms the correction.  See 21
C.F.R. § 314.53(f).  Indeed, this Court and others have recognized FDA's "purely
ministerial role" respecting "the veracity of the patent information supplied by NDA
holders," describing this as a "commonsense policy."  Teva Pharms. USA, Inc. v.
Leavitt, 548 F.3d 103, 106 (D.C. Cir. 2008).  Consistent with that ministerial role,
FDA is currently in the process of obtaining direct confirmation from Merck that its
'075 patent has expired, as PTO's records and other documents reflect.  See Exhibit
B, Attachment C (April 10, 2008, Letter from Merck to Apotex, stating that "as
reflected in the publicly accessible records of the USPTO, Merck and DuPont
disclaimed [the '075] patent on April 28, 2005," and "[a]fter that date, neither this
patent nor any exclusionary right under it continued to exist").
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Teva's pending ANDAs, FDA must now consider whether and how a forfeiture event

other than the delisting of the '075 patent – namely, expiration of a patent that is the

subject of a paragraph IV certification, see 21 U.S.C. § 355(j)(5)(D)(i)(VI) – affects

Teva's (and any other applicant's) claim to 180-day marketing exclusivity.  Thus, in

acting on Teva's ANDAs, it may well be unnecessary for FDA to reach the forfeiture

question and statutory interpretation issue that, in the government's view, Teva raised

prematurely in this litigation.

Second, several critical underpinnings of the panel majority's holdings are now,

at a minimum, in considerable doubt.  The Court's decision states that the Merck '075

patent "does not expire until 2014."  Op. 8.   However, according to the PTO, the '0752

patent expired in March 2009, months before Teva filed this suit.  See Exhibits A and

B.  But more important is the panel majority's statement, based on the representations

of Teva's counsel at oral argument, that it is "virtually inconceivable" that "one or

more of the statutory 'forfeiture events' other than a 'failure to market' might * * *

deprive Teva of exclusivity before final approval."  Op. 13 (citing Oral Argument Tr.

at 29-30 (Dec. 7, 2009)).  One of those "virtually inconceivable" events has, in fact,

occurred, as FDA "caution[ed]" that it might, ibid., and as the dissent contemplated: 

 The source of that statement appears to be Teva's briefs.  See Teva Br. 20-21,2

35; Teva Reply Br. 32.
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We do not know whether the FDA's final decision will
approve Teva's ANDA[s] or what the FDA's reasoning will
be if, as the majority forecasts, maj. op. at 11-13, it does
not. The FDA may conclude Teva forfeited its eligibility
upon Merck's delisting of its patents, as Teva and the
majority insist it will, or it may reject Teva's application
[for marketing exclusivity] based on one of the other
forfeiture provisions * * *.  Because the FDA has not yet
issued its decision[,] we are unable to divine its substance.

Dissent 2-3 (emphasis added).

Moreover, the panel majority was heavily influenced by the fact that FDA had

previously interpreted and applied the delisting forfeiture event provision in

connection with two other ANDAs for different drugs (acarbose and COSOPT).  See,

e.g., Op. 13 ("[W]e know precisely what the FDA thinks the answer is; and its

resolution will almost certainly determine whether Teva is entitled to the exclusivity

it claims"); id. at 17 ("It is clear what the FDA will do absent judicial intervention and

what the effect of the agency's action will be").  But, in contrast to its interpretation

of the delisting provision, FDA has not formally expressed an opinion on patent

expiration as a forfeiture event under 21 U.S.C. § 355(j)(5)(D)(i)(VI).  Even more

important, Teva raised only the delisting issue and "Failure to market" forfeiture

provision in this proceeding. See, e.g., Teva Compl., JA 37-39, 49-55, 57-62, 63

(Teva seeks declaration that "the Delisting Rule is in excess of FDA's statutory

authority," and that "Teva has not, as of the date of the Court's order, forfeited its
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right to 180-day exclusivity under 21 U.S.C. § 355(j)(5)(D)(i)(I)"); Teva Mot. for

Prelim. Injunctive Relief, Civil Action No. 1:09-cv-01111-RMC, Doc. 5 (filed June

19, 2009) at 1 (Teva seeks declaration that "FDA's Delisting Rule is in excess of

FDA's statutory authority," and that Teva has not "forfeited its right to 180-day

exclusivity under 21 U.S.C. § 355(j)(5)(D)(i)(I) by virtue of the '075 patent's

delisting"); id., Proposed Order, Doc. 5-7 at 1 (same).  Thus, patent expiration as a

forfeiture event under 21 U.S.C. § 355(j)(5)(D)(i)(VI) has not been litigated or

addressed in this case at all.

The premises and reasoning of the panel majority's decision on the ripeness and

standing issues are therefore seriously undermined by the fact that, according to PTO

records, the Merck '075 patent expired almost a year ago.  In addition, the question

of statutory interpretation upon which both the district court and the panel majority

here ruled may never have even reached the courts had Teva awaited FDA's action

on its still-pending ANDAs before bringing suit.  See Dissent 3 (noting that, given

the uncertainty concerning what FDA's decision will ultimately be, "the court may not

need to resolve the delisting/forfeiture issue after the FDA's final decision").  Thus,

Teva's litigation may well have prompted an advisory opinion from this Court on a

question of statutory interpretation.
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3. Teva's claim (Mot. at 5) that immediate issuance of the mandate is

"necessary to avoid irreparable harm to [it]" – i.e., the harm of 180 days of

competition from one or more other generics that may be approved by FDA – is

seriously undermined as well.  That claim is based on Teva's belief that it is entitled

to FDA approval of its ANDAs, with 180 days of market exclusivity, on April 6,

2010.  But if FDA determines that Teva has forfeited such exclusivity for a reason

unrelated to that addressed in this preemptive litigation, then Teva will suffer no

harm, irreparable or otherwise.  Teva cannot be harmed by the denial of something

to which it is not entitled in the first place.

4. In light of (i) the apparent expiration of the '075 patent and its

consequences; (ii) the dissent's foreshadowing of such events; (iii) the potential

adverse impact from the panel majority's ripeness, standing, and statutory

interpretation rulings on FDA's overall administration of the marketing exclusivity

provisions of the FDCA; and (iv) the effect that marketing exclusivity and the

corresponding delay in robust competition among generic drug manufacturers will

have on consumers, this case is manifestly a serious candidate for further review.  See

Johnson, 801 F.2d at 415 (immediate issuance of mandate is warranted only when

Court is satisfied that further review is unlikely).  The Solicitor General's
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consideration of this matter should therefore not be truncated and potentially

foreclosed by the Court's expedited issuance of the mandate.3

CONCLUSION

Teva's motion for issuance of the mandate forthwith should be denied.

Respectfully submitted,

   s/ Douglas N. Letter             
DOUGLAS N. LETTER
(202) 514-3602

    s/ Christine N. Kohl               
CHRISTINE N. KOHL
(202) 514-4027

  Attorneys, Appellate Staff
  Civil Division, Room 7511
  Department of Justice
  950 Pennsylvania Avenue NW
  Washington, DC  20530-0001

MARCH 2010

 Because the Court's decision was rendered just last week, the government's3

consideration of whether to seek panel and en banc rehearing is at an early stage. 
Moreover, because the government was the appellee, the Solicitor General has had
no prior occasion to review this matter.
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CERTIFICATE OF SERVICE

I hereby certify that on March 11, 2010, I filed and served the foregoing

"Appellees' Opposition to Appellant's Emergency Motion to Issue Mandate

Forthwith" through the Court's CM/ECF system and transmitted four paper copies of

this Opposition to the Court by messenger.

   s/ Christine N. Kohl                  
Christine N. Kohl
Counsel for Appellees
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