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UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF NEW JERSEY

NOVARTIS CORPORATION,

NOVARTIS PHARMACEUTICALS

CORPORATION and

NOVARTIS INTERNATIONAL AG,

Plaintiffs,
v.

TEVA PHARMACEUTICALS USA, INC.

Defendant.

NOVARTIS CORPORATION,

NOVARTIS PHARMACEUTICALS

CORPORATION and

NOVARTIS INTERNATIONAL AG,

Plaintiffs,
v.

WATSON LABORATORIES, INC., and
WATSON PHARMACEUTICALS, INC.,

Defendants.
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. Plaintiffs Novartis Corporation, Novartis Phai'maceuticals Corporation, and Novartis
International AG (collectively, “Novartis™), through their undersigned counsel, respectfully
submit this memorandum of law in support of their application for a temporary restraining order
prohibiting Defendant Teva Pharmaceuticals USA, Inc. (“Teva”) from infringing United States
Patent No. 6,162,802 (“the ‘802 patent”) by marketing generic versions of Novartis" Lotrel®
products (“Teva’s Products”) until such time as the Court has ruled upon vaartis’ motion for a
preliminary injunction. Novartis also seeks an order instructing Teva to immediately recall all of
Teva’s Products from the marketplace.

I. PRELIMINARY STATEMENT

As the Court is aware, Novartis recently moved for a preliminary injunction in the above-
referenced action due to a potential pre-trial launch at risk of a generic version of Novartis’
product Lotrel® by Defendant Teva. Based upon market intelligence obtained on late Friday,
May 18, Novartis now believes Teva is attempting to flood the market with at least a year’s
supply of Teva’s Product prior to-the preliminary injunction hearing. (Declaration of Alex
Gorsky (hereinafter “Gorsky Dec.”); Declaration of Warren Pefley (hereinafter “Pefley Dec.”).)
A year’s supply of generic Lotrel would most likely destroy the market for Novartis’ patented
product Lotrel® for at least that year and possibly forever.

A preliminary injunction hearing was set for May 30, 2007, but by the Court and recent
agreement of the parties was rescheduled for July 11, 2007. On Thursday, May 17, 2007,
Novartis heard some marketplace rumors regarding a possible, imminent launch by Teva despite
Novartis’ pending motion. Hoping to avoid burdening the Court and parties with an unnecessary
temporary restraining order application, Novartis immediate]y sought information from Teva’s
counsel regarding launch of Teva’s Products. (See Declaration of David E. De Lorenzi in
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Support of Novartis’ Memorandum of Law in Support of Application for Temporary Restraining
Order, filed concurrently herewith at Exhibit A (hereinafter “De Lorenzi Dec.”).) At that time,
Teva’s counsel represented that as of 5:22 P.M. on May 17, Te\}a had not received FDA final
approval for Teva’s Products nor did it have any indication from the FDA as to when such
approval might be granted. (De Lorenzi Dec. Ex. B.) Novartis requeéted that Teva advise
Novartis if and when it receives final approval, or learns when such approval would be granted.
(1d.) Despite Teva’s assurances, on Fﬁday, May 18, after the close of the Court, Nc;vartis
became aware of facts demonstrating that Teva had begun taking orders and shipping for
delivery on Monday, May 21, 2007. (Penfley Dec. q 2.)

This product Jaunch by Teva prior to the scheduled preliminary injunction hearing before
thié Court will céuse immediate, irreparable harm to Novartis. (Gorsky Dec.) Speciﬁcaliy,
Novartis is aware of the following information that substantiates that a launch of Teva’s Products

has begun:

_
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As demonstrated in detail in Novartis’ motion for a preliminary injunction, which is
incorporated by reference herein, all four factors considered in determining whether to issue a
preliminary injunction as well as the grant of a temporary restraining order — likelihood of
success on the merits, irreparable harm, the balénce of hardships, and the public interest —
compel the grant of immediate, short-term injunctive relief here. The facts demonstrate that
Teva’s Products clearly infringe claims of the ‘802 patent. Moreover, Teva’s only asserted
invalidity defense — that the asserted claims are invalid due to obviousness — Jacks substantial
merit.

The Court should therefore grant Novartis® request for a temporary restraining order,
thereby preserving Novartis’ valid and enforceable rights under the ‘802 patent. Without such
restraints, Novartis will suffer immediate and severe harm that cannot be cured by monetary
damages or by entry of the preliminary injunction after the fact. In order to preserve the status
quo and prevent the irreparable injury that will occur before the preliminary injunction hearing

~ can be held, these temporary restraints are warranted. See Granny Goose Foods. Inc. v.

Brotherhood Teamsters & Auto Truck Drivers, 415 U.S. 423 (1974).

As discussed in Novartis’ Memorandum of Law in Support of a Motion For a Preliminary
Injunction, Lotrel® is the first, and only succeséﬁﬂ, combination drug containing a calcium
channel blocker (amlodipine) and an angiotensin converting enzyme inhibitor (benazepril) to be
marketed. Lotrel® is Novartis’ second-highest selling drug product in the United States, and has
reached “blockbuster” status, garering nearly $1.4 billion in sales in 2006. In late March 2007,
before Teva’s Products became eligible for final FDA approval, Novartis informed the Court of
a potential pre-trial launch by Teva and sought its assistance in scheduling a preliminary

injunction motion and hearing. Pursuant to the Court’s guidance, Novartis filed a preliminary
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injunction motion on March 27, 2007, with opposition and a reply briefing filed on April 13 and
24, respectively.
IL. ARGUMENT

The standard for the grant of a temporary injunction is the same as that for a preliminary
injunction. Novartis must establish that it is entitled to injunctive relief based on four equitable
factors: (1) alikelihood of success on the merits; (2) irreparable harm; (3) the balance of

hardships; and (4) the public interest. Hybritech. Inc. v. Abbott Labs., 849 F.2d 1446, 1451

(Fed. Cir. 1988); Purdue Pharma L.P. v. Boehringer Ingelheim GmbH, 237 F.3d 1359, 1363

(Fed. Cir. 2001). A clear showing of likelihood of success on the merits entitles a patentee to a

rebuttable presumption of irreparable harm. Pfizer. Inc. v. Teva Pharms. USA, Inc., 429 F.3d

1364, 1381 (Fed. Cir. 2005); Purdue Pharma, 737 F.3d at 1363. An issued patent is presumed

valid at every stage of the litigation, including actions for emergent relief. 35 U.S.C. § 282; see

Canon Computer Systems, Inc. v. Nu-Kote Int’l, Inc., 134 F.3d 1085, 1088 (Fed. Cir. 1988). A

temporary restraining order 1s warranted however, “if it clearly appears” that “immediate and
irreparable injury, loss, or damage will result” otherwise. Fed. R. Civ. P. 65(b).

The Court should grant Novartis’ application for a temporary restraining order because
all four factors weigh in Novartis’ favor and the immediacy of the harm to Novartis weighs
strongly in favor of such relief.

A. Novartis Is Likely To Succeed On The Merits

The first factor requires Novartis to establish a “reasonable probability of eventual
success” on the merits of its allegations that at least one claim of the ‘802 patent is infringed and

not invalid. H. H, Robertson Co. v. United Steel Deck, Inc., 820 F.2d 384, 387 (Fed. Cir. 1987).

As discussed in detail in its preliminary injunction application, Novartis is highly likely to

succeed on the merits of its patent infringement claim. Teva’s Products directly infringe the ‘802
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patent. Further, the ‘802 patent is presumed to be valid and Teva’s obviousness defense lacks

substantial merit.

B.  Novartis Will Suffer Irreparable Harm
Unless A Temporary Restraining Order Is Granted

Irreparable harm is presumed when the patent owner makes a clear or strong showing of

probable infringement and validity of its patent. Pfizer, Inc. v. Teva Pharm. USA., Inc., 429 F.3d

1364, 1381 (Fed. Cir. 2005); Purdue Pharma, 737 F.3d at 1363; Bio-Technology Gen. Corp. V.

Genentech. Inc., 80 F.3d 1553, 1565-66 (Fed. Cir. 1996). The presumption is based on the

recognition that injunctive relief may be absolutely essential because of the “finite term of the
patent grant” and the serious harm that can occur during the pendenéy of the litigation.

Amazon.com, Inc. v. Barnesandnoble.com, Inc., 239 F.3d 1343, 1350 (Fed. Cir.‘2001). Ina

leading case on preliminary injunctions, the Federal Circuit has explained the presumption as

follows:

It is well-settled that, because the principal value of a patent is its
statutory right to exclude, the nature of the patent grant weighs
against holding that monetary damages will always suffice to make
the patentee whole. The patent statute provides injunctive relief to
preserve the legal interests of the parties against future
infringement which may have market effects never fully
compensable in money. “If monetary relief were the sole relief
afforded by the patent statute then injunctions would be
unnecessary and infringers could become compulsory licensees for
as long as the litigation lasts.”

Hybritech, 849 F.2d at 1456-57 (guoting Atlas Powder Co. v. Ireco Chems., 773 F.2d 1230, 1233

(Fed. Cir. 1985)); Polymer, 103 F.3d at 975 (“infringement of a valid patent inherently causes
irreparable harm™). This irreparable harm is especially true in cases like this where
pharmaceutical companies wish to launch a lower-priced generic drug. Purdue, 237 E.3d at

1368; Ranbaxy Labs. Ltd. v. Abbott Labs., No. 04 Civ. 8078, 05 Civ. 1490, 2005 WL 3050608

(N.D. IIL. Nov. 10, 2005). When the patentee is afforded the benefit of the presumption, the
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burden is on the challenger to produce evidence sufficient to establish that the patentee would
not be irreparably harmed by denial of its emergent relief motion. Pfizer. Inc., 429 F.3d at 1381;
Purdue, 237 F.3d at 1367-68. |

There is no doubt that the damage caused by the violation of Novartis® valid and
enforceable patent rights will be substantial and beyond repair. As detailed in Novartis’
preliminary injunction application and supporting declarations, the launch of Teva’s Products
will cause immediate and severe harm to Novartis in the form of irreversible price erosion, lost
sales revenue, lost market share, and lost business opportunities. (See also Gorsky Dec.) This

harm will be immediate, permanent, unquantifiable with any degree of specificity, and not

compensable by monetary damages. See, e.g., Sanofi-Synthelabo v. Apotex. Inc., 470 F.3d

1368, 1381 (Fed. Cir. 2006) (upholding finding of irreparable harm in form of “irreversible price
erosion” due to competitor’s marketing of lower-priced generic version of patentee’s drug);

Glaxo Group Ltd. v. Apotex, Inc., 64 Fed. AppX. 751, 756, 2003 WL 1918246, at *4 (Fed. Cir.

April 22, 2003) (affirming grant of preliminary injunction enjoining marketing of generic
antibiotic drug; in finding irreparable harm, the Federal Circuit noted the “unquestionable loss of

[Glaxo’s] patent right” and evidence showing that generic entry would adversely affect Glaxo’s

pﬂce, profit and market share); AK. Stamping Co. v. Instrument Specialties Co., 106 F. Supp 2d
627, 655 (D.N.J. 2000) (““economic’ considerations such as lost market share, monies expended
on product development, and reduced profits are specifically among the factors courts consider

in finding that a patent holder will face irreparable harm”); Abbott Labs. v. Andrx Pharma.. Inc.,

2005 U.S. Dist. LEXIS 10846, at *44 (N.D. 11, June 3, 2005) (finding irreparable harm based on

showing that entry of generic competitor “will likely crush the market” for the patented product).

6 11889960
104392-52409

104392-52409



Case 2:04-cv-04473-HAA-ES Document 54-2  Filed 05/19/2007 Page 9 of 12

In particular, price erosion, lost sales and market damage to Novartis will be immediate

and severe. In the “at risk” drug launch that was the subject of Sanofi-Synthelabo, a generic

company flooded the U.S. market with a six-month supply of product. Sanofi-Synthelabo, 470

F.3d at 1373. Despite the fact that it only took three weeks for a court to grant a preliminary
injunction enJommg the- 1nfr1ng1ng sales, the result of that slight delay was a devastating 32

percent plunge in: quarteﬂy sales of Plawx antol Mvers Sanofi Win Appeal in Plavix

Dispute, <http: // WWW. bloomberg com> (December 8, 2006). Here, there is no doubt that
Teva’s strategy is to flood the market with infringing generic products, thereby irreversibly
damaging Novartis.

Another soufce of irreparable injury to Novartis is the impact that Teva’s un-enj oined
launch will have on current and future clinical research programs. Prior to and since the
introduction of Lotrel®, Novartis has sponsored and funded numerous clinical trials in the area of
hypertension, many of which have expanded the body of medical knowledge regarding the |
efficacy and clinical benefits of Lotrel®. Because the research budgets at Novartis, like all
pharmaceutical companies, are tied to revenues generated from existing products, the significant
reduction in revenue caused by the entry of Teva’s generic Lotrel® will result in lost research
opportunities and the possible lost development of new therapeutic applications for Lotrel®. The
suspension of additional clinical research will also constitute irreparable harm not only to
Novartis, but to the public at large.

For at least these reasons, Novartis will be substantially and irreparably harmed by
Teva’s premature launch of its generic amlodipine/benazepril products prior to the grant of a

preliminary injunction. Purdue Pharma, 237 F. 3d at 1368 (upholding finding of irreparable

harm based on economic expert testimony that “price erosion and loss of market position was
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