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UNITED STATES DISTRICT COURT
DISTRICT OF NEW JERSEY

______________________________________________________________ X
JAZZ PHARMACEUTICALS , INC. :

: Civil Action: 10-6108 (ES)
Plaintiff, :

: OPINION

V. :
ROXANE LABORATORIES, INC. :
Defendant. :
______________________________________________________________ X

SALAS, DISTRICT JUDGE

l. Introduction
Pending before this Court is an appeaMagistrate Judge Cathy/aldor’s July
30, 20120rder(the “July30" Order”) denying Defendant’s motion for leave to amend its
Local Patent Rule 3.7 Initial Invalidity and Namfringement Contentions (D.E. No.
143 Defendant’s Brief in Support of isppeal (“Def. Br.)). The Court has considered
the submissions made in support of and in opposition to the instant jastibidecides
the motion without oral argumenursuanto Federal Rule of Civil Procedure .7&or
the reasons that follow, the Coaffirmsthe July 3& Order
I. Background
As Magistrate Judge Waldor detailed the relevant fiactser Opinion (D.E. No.
136, Opinion(*Op.")), the Court provides background here in summary fashion.
Defendant RoxanelLaboratories, Inc. (“Defendant” or “Roxane appeas
Magistrate Judge WaldsrOpinionderying Defendant’smotion for leave tsupplement

its invalidity contentios, alleging thathe Opinion and July 3® Order are based on clear
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error and are contraty law. (D.E. No. 1431, (Def. Br) at 2). Specifically, Defendant
Roxanearguesthat JudgeNaldor committed clear error in finding théh) Roxane did
not have good cause for supplementing its invalidity contentions; (b) Rakdnsot
make a timely application to the Couand (c) Jazz would be unduly prejudiced by
Roxane’s supplementation(ld.). Further, Roxane alleges that Judge Waldor erred in
finding that Roxane’s proposethaterials were not prior art(ld.). Finally, Roxane
contends thaludge Waldor misapplied the law in applyihg LocalPatent Rules of this
District. (Id. at 1516).

In opposition,Plaintiff Jazz Pharmaceuticals, Inc. (“Plaintiff” or “Jazaigues
that Judge Waldor did not e finding that (a)Roxanewas not diligenin seeking to
amend its invalidity contentiongb) Roxane could not show good causepermit the
amendment(c) Roxane’srequest to amend was untimelg) @llowing an amendment
would be prejudicial tdazz and €) Roxanefailed to provide sufficient evidence that the
disputed materials qualify as prior art.D(E. No. 146, Plaintiffs Reply Brief in
Opposition of Appeal) (“PIl. Rep. Br.gt1).

II. Legal Standard

A United States Magistrate Judge may hear and determine anyglippmsitive]
pretrial matter pending before the Court pursuant to 28 U.S.C. § 636(b)(1){Ae
district court will only reverse a magistrate judge's decision on these matiers if
"clearly erroneous or edrary to law" 28 U.S.C. 8§ 636(b)(1)(Afed. R. Civ. P. 72(a)

L. Civ. R. 72.1(c)(1)(A) Therefore, "this Court will review a magistrate judge's findings
of fact for clear error.'Lithuanian Commerce Corpv, Sara Lee Hosieryl77 F.R.D.

205, 213 (D.N.J. 1997citing Lo Bosco v. Kure Eng'g Ltd891 F. Supp. 1035, 1037
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(D.N.J. 1995)).

Under this standard, a finding is clearly erroneous when "although there is
evidence to support it, the reviewing court on the entire evidence is left with thieedef
and firm conviction that a mistake has been committéshtierson v. Bessemer 470
U.S. 564, 573(1985) (citing United States v. U.S. Gypsum.C833 U.S. 364, 395
(1948)). The district court will not reverse the msigate judge's determination, even in
circumstances where the court might have decided the matter differBothen v.
Parking Auth. of City of CamdeNo. 005765,2002 WL 1754493, at *3 (D.N.J. July 30,
2002) "A district judge's simple disagreement with the magistrate judge's findings is
insufficient to meethe clearly erroneous standard of reviewidrews v. Goodyear Tire
& Rubber Cq.191 F.R.D. 59, 68 (D.N.J. 2000).

Importantly, “[d]ecisions enforcing local rules in patent cases will be affirmed
unless clearly unreasonable, arbitrary, or fanciful; based on erroneous conclusavis of
clearly erroneous; or unsupported by any evidené@2' Micro Int'l Ltd. v. Monolithic
Power Sys.Inc., 467 F.3d 1355, 136®7 (Fed. Cir. 2006) (citingsenentechinc. v.
Amgen, InG.289 F.3d 761, 774 (Fed. Cir. 2002)).

V. Analysis

Pursuant to Local Patent Rule 3.7, leave to amend infringement contentions may
be granted “by order of the Court upon a timely application and showing of good’ cause.
The Local Patent Rulé'®xist to further the goal of full, timely discovery and provide all
parties with adequate notice and information withich to litigate their casés. TFH
Publications, Inc. v. DoskocMfg. Co., Inc, 705 F. Supp. 2d 361, 365 (D.N.J. 2010)

(citing Computer Acceleration Corp. v. Microsoft Cqrp03 F.Supp.2d 819, 822 (E.D.
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Tex. 2007) (internal quotations omittgld “The rules are designed to require parties to
crystallize their theori of the case early in the litigation and to adhere to those theories
once they have been discloseding Pharmaceuticals, Inc. v. Sandoz Iri¢qg. 08-5974,
2010 WL 2015258at *4 (D.N.J. May 20, 2010) (quotingtmel Corp. v. Info. Storage
Devices, Ing.No. 95-1987, 1998 WL 775115, at *2 (N.D. Cal. Nov. 5, 1998)).

Distinguishable from the liberal standard for amending the pleadings, “the
philosophy behind amending claim charts is decidedly conservative, and designed t
prevent the ‘shifting sands' approach to claim constructiétrig, 2010 WL 201525&t
*4. However, Rule 3.7 “is not a straitjacket into which litigants are locked from the
moment their contentions are served,” but instead, “a modest degree of flexibilit
[exists], at least near thmutset.” (d.) (quotingComcast Cable Comm. Corp. v. Finisar
Corp, 2007 WL 716131, at *2 (N.D. Cal. March 2, 2007) While “preliminary
infringement contentions are still prelimindryt is important to recognize that the Local
Patent Rules strive to have the parties establish their contentions earfid9r(citing
General Atomics v. AxiSShield ASA2006 WL 2329464, at *2 (N.D. Cal. Aug. 9, 2006)).

a. Good Cause

Exploring the “good ause” requirementhe Federal Circuit has statdétat parties
must “proceed with diligence in amending when new information comes to light in the
course of discovery.02 Micro, 467 F.3dat 1366-68 Thus, tallustrate good cause, the
moving partymust demonstratiés diligence. (Id. at 1366).

Defendantarguesit was diligent in its searchfor relevant prior artand thus
satisfed the good cause requirementD.E. No. 1431, (Def. Br.) at 89). Defendant

arguesthat Judge Waldor erred in findingwas not diligent becausis initial prior art



search did not inade a search for FDA materialgld. at 1. Defendant argues that
such FDA materialsvould not ordinarily be uncovered a simple prior art search(d.).

In opposition, Plaintiff argues that Defendant’'s counsel admitted that it could have
looked earlier through the FDA records. (D.E. No. 146 (PIl. Bepat 7).

The Court affirms Judge Waldor’s finding thaefendant did not act with the
requisite diligene becausehe party “seeking to amend its contentions bears the burden
of establishing diligencé West v. Jewelry Innovations, IndNo. 071812, 2008 WL
4532558, at *1 (N.D. daOct. 8, 2008) (citing>2 Micro, 467 F.3d at 13667)). Judge
Waldor foundthat Defendantailed tomeet such a burdeand this Court finds no error
in Judge Waldor’s finding.

Moreover notonly must the party proviat it wasdiligent throughout the course
of discovery, but also thatt was diligent in its search for relevant prior artSeeWest
2008 WL 4532558.at *2. Thus, “a party's diligence in amending its preliminary
invalidity contentions upon finding new prior art is only one factor to consider; the Court
also must address whether the party was diligent in discovering the basis for thegropos
amendment.” Ifl.). On appeal, Defendant merely restategsons why it purportedly
took five months to seek leave to amend. Judge Waldor found none of Defendant’s
reasons availing, and this Court finttet Judge Waldodid not errin making such a
finding.

Defendantargues that Judge Waldtgot wrong” the fact that the allegefp]rior
art that is the subject of [Roxane’s] Motion are referencetherface of the patenis-
suit” because four of thexsprior art referencewith which Roxane seeks to supplement

“were not listed on the face of the distribution patent$D.E. No. 1431 (Def. Br.) at 9)



(emphasis in original) Plaintiff disagrees and highlights the fact that “Roxane does not
and cannot dispute that two of the six disputed referencese listed on the face of the
patentsin-suit” (D.E. No. 146 (Pl. Rep. Br.) at 9) (emphasis in origindDefendant
also“concedes the indisputable fact that the Advisory Committee meefiiagn which
Roxane derives the remang disputed materialswas referencedin the Advisory
Committee Transcript that is cited on the face of the patents in the ‘730 pent
family . . . [as well as] in all four prosecution historfeqld.) (emphasign original).
Plaintiff further highlights that|tjo date, [Defendant] has yet to offer any reason for why
it did not originally review the FDA website, despite its awareness of the cgatiothe
face of the patents in thé30 patent family” and Deindantjust chose not to search for
them for more than a year after becoming aware of the citations to theoAdvis
Committee Transcript.”(Id. at 10.

Defendant is unable to make the requisite showing that Judge Waldor committed
an error warranting reversélecause even ithe four additional documents were not
referenced on the face of the patentsuit, this does not affect the Court’s findirtgat
Defendantwas not diligentin its initial search Defendant’sentire diligenceargument
appears to be premised on contentions that were either considered and rejdciggeby
Waldor, or arguments that could have been presented prior to that rlitmgy Court is
accordinglynot persuaded by Defendant’s argument.

b. Timeliness

Defendant alleges that Judge Waldor erred in finthegDefendant didot timely

seekleave to amend its invalidity contentiongD.E. No. 1431 (Def. Br.) at8). As

justification for any alleged untimelined3efendantargues that, before properly seeking



leave to supplement, neededo confirm that therior artatissuewasnot cumdative of
the art already discussedits initial contentions, as well as to confirtimatthe prior art
was not publicly available as of December 20@Id. at 1£12). Plaintiff agrees with
Judge Waldor'sletermination that a fivenonth delay did not constitute “diligence” and
in further supporthighlights a Federal Circuit decisiavhich statedthatan even shorter
period of three months showed a lack of diligehd®.E. No. 146 (PIl. Rep. Br.) at 13).

This District requires Ultra early disclosure of infringement and invalidity
contentions for patent cases arising under the HAtakman Act.” SanofiAventis v.

Barr Labs., Inc. 598 F. Supp. 2d 632, 637 (D.N.J. 2009) (emphasis in origirfss).
Judge Walda observed the Federal Circuihas emphasized the importance of the
“timely application” element by recognizing that “if the parties were notired to
amend their contentions promptly after discovering new information, the contentions
requirement would be virtually meaningless as a mechanism for shaping the aainduct
discovery in trial preparatioh O2 Micro, 467 F.3d at 1366.

Although Defendant disagrees with Judge Waldor’s findihgprovides ndegal
support to refute such a finding. Defendanjues thait needed thdime due to the
unconventional investigatiah had to undertake to ascertain the date of puiiclosure
of the FDA materials. (D.E. No. 1431 (Def. Br.) at 12). Defendant argues that
“[blecause it was not evident from the documents themselves that they were publicly
availade in 2001, Roxane had to . . . [turn] to the Wayback Machine after exhausting
other methods of ascertaining the date of public disclosure” of the FDA nmmtéltd).

Defendantalso blame#laintiff for the delay in sdeng leavebecause but for Plaintiff's

1 02 Micro, 467 F.3d at 1367 (“O2 Micrwaited almost three months . . . to serve its
proposed amended contentions and two more weeks to formally move to amend.”).

7



delay in responding to Defendant’s request to submit a joint letter to the Court, Defenda
could have “cut[] down the time between discovery of the materials to the time of
application to approximately four month%.{ld.). Defendantcould have informed the
Court d anydelayon the part of Plaintiffat the time of the delajut failed to do so.

In short,mere disagrement with the judicial findingf a MagistrateJudge des
not meet the “clear error” standard required for reveBa¢\Walzer v. Muriel Siebert &
Co., Inc, No. 045672,2010 WL 4366197, at *8D.N.J. Oct. 28, 2010)Judge Waldor’s
finding of untimelinessis not clearly erroneous, nor contrary to |aas it isin line with
Federal Circuitprecedent SeeO2 Micro, 467 F.3d at 1367 As such, Judge Waldor’s
finding of untimeliness is affirmed.

c. Undue Prejudice

Only if the moving party is able to show diligence may the court consider the
prejudice to the nemoving party. SeeCBSinteractive, Inc. 257 F.R.D. at 201see also
Acer, Inc. v. Technology Properties Lt@010 WL 3618687, at *3 (N.D.Cal. Sept.10,
2010) (“[The moving party] must demonstrate good cause, an inquiry that considers first
whether the moving party was diligentamending its contentions and then whether the
nonsmoving party would suffer prejudice if the motion to amend were granted . . . If [the
moving party] was not diligent, the inquiry should end.”).

Defendantargues that Judge Waldor clearly erred irdifig that Defendant’s

proposed supplementation would unduly prejuditantiff. (D.E. No. 1431 (Def. Br.)

% Court again notes that the Federal Circuidid Micro found a shorter three-month

delay to constitute a lack of diligence, makDgfendant’s present argument unavailing.
See also Genentech, Inc. v. Trustees of the Univ. of Aémn10-02037, 2011 WL

4965638, at *2 (N.D. Cal. Sept. 16, 2011) (District Judge affirmed Magistrate Judge who
found that a four-month delay showed a lack of diligence).

8



at 2). Defendant provides a timeline of the case but cites to no legal authority in support
of its “clearly erroneous” argumentNotwithstandingDefendant’s argument, this Court
need not address this issue on appeal because it does not find that Judge Waldor clearly
erred infinding that Roxane was not diligent in discovering the disputed materials, a
requisiteshowing for reversal ahe Order. As such, Judge Waldor@rder need not be
reversed on these separate grounds.
V. Prior Art

Deferdant argues that Judge Waldor committed an error of law in holding that the
prior art materials at issue were not in faotor art under 8 102(b). (D.E. No. 143
(Def. Br.) at 13). Defendant argueshat Judge Waldoffailed to recognize that a
reference constitutes 102(b) prior art so long as the reference is accessible to a person
of ordinary skill in the art, regardless of whether he or she would have searchear for it
found it.” (Id.). In responsePlaintiff disagrees with Defendant’s reading of its cited
caselaw, and argues thH&r something to qualify as prior art, it must be accessible to a
person practicingreasonable diligence.”(D.E. No. 146 (PIl. Rep. Br.) at 15

This Court need not address this issue on appeal because it ddexl ribat
Judge Waldor errenh finding thatRoxane was not diligent in discovering the disputed
materials a requisite showing for reversal of the Ordeks such Judge Waldor’'s Order
need not be reversed on thesparatgrounds.

VI.  Application of Local Patent Rules

Finally, Defendant argues that Judge Waldor erred in applying the Local Patent

Rules of this Districbecause they are “contrary, not only to the more liberal contention

practice in other jurisdictions, but also the patent aff2’E. No. 1431 (Def. Br.) at 15).



This Court is to utilize and enfordes designatedocal rules for patent casesElan
Pharma Int'l Ltd. v. Lupin LtdNo. 091008 2010 WL 1372316, at *3 (D.N.J. Mar. 31,
2010) (“[Local patent ruldsapply to all civil actions filed in, or transferred to, this Court
which allege infringement of a patent in a complaint Local [Civil Rules]shall also
apply to such actions, except to the extent that they are inconsistent with_tloese
Patent Rule¥). Thus,this Court finds that Judge Waldor did not err in applying the
Local Patent Rulesf this District.
VII.  Conclusion
The Court concludeshat Judge Waldor'©rderis neither clearly erroneous, nor

contrary to law Thus,Judge Walor’s Order is affirmed.

s/Esther Salas
Esther Salas, U.S.D.J.
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