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UNITED STATES DISTRICT COURT
DISTRICT OF NEW JERSEY

MILLIPORE CORPORATION, et al.
Civil Action No. 11-1453 (ES)

Plaintiffs,
OPINION

W.L. GORE & ASSOCIATES, INC,,

Defendant.

SALAS, District Judge

l. Introduction

Plaintiffs Millipore Corporation, Millpore AB, and Millipore SAS (collectively
“Millipore”) sued defendant W.L. Gore & Assoois, Inc. (“Gore”) for infringement of Claim 1
of United States Patent N6,779,575 (575 Patent”), reissues United States Reissue No.
RE41,169 (*"169 Reissue”). Currenthefore the Court is Milpore’s Motion for a Preliminary
Injunction filed on March 15, 2011The Court has reviewed therpas’ submissions and heard
oral argument on the instant motion on Septer2@e2011. For the reasons set forth below, the
Court denies Millipore’s Motion foa Preliminary Injunction.
Il. Background

The patent at issue in this litigationtiee '575 Patent issued on August 24, 2004, and
subsequently reissued on March 30, 2010 as theRe&@sue. The patent claims a device, titled

“Sealing Appliance,” that was invented to as&n satisfying all of the requirements for
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contamination-free transport of sample conteanehich are filled with a medium, and then
taken to a laboratory for analysi€169 Reissue, Col. 1, lines 55-60).

The parties to this litigation are Millipore and Gore. These companies compete to
provide sampling systems, and their correspundealing appliances, to the pharmaceutical
industry. Millipore filed thenstant Complaint, accompanibg a Motion for a Preliminary
Injunction, for two reasons. Firdtillipore seeks to gnin Gore from furber infringement of
the '169 Reissue. Second, Miltire contends that Gore is igmg the provisions of a Consent
Judgment Order (“Consent Order”) to which it is bound.

The procedural and factual background to the present litigation are complex. Therefore,
before the Court turns to itsagsis of the underlying issupsesented in Millipore’s Motion,
the Court will briefly discuss thenderlying facts which have lad the instant litigation. The
Court first will discuss the prior action thatvolved Millipore and Gore’s predecessors-in-
interest. Next, the Court will discuss the parties and their respective sealing appliances, which
form the basis of this litigation. Finally,éiCourt will discuss Miipore’s Complaint and
Motion for a Preliminary Injunction.

A. The Original Action

On October 28, 2005, NovaSeptum AB, NovAsepB, and NovAseptic America, Inc.
(collectively “NovaSeptum”) filed a complaint indtDistrict of New Jersey against Amesil, Inc.
(“Amesil”) to enforce the '575 Patent agaismesil’s infringingproduct—a cutting and
crimping device titled the ACP-9000. (Compl. § 15). The case was caphiovae&eptum AB,
et al. v. Amesil, In¢Civil Action No. 05-5175 (DMC), and will be referred to herein as the
“Original Action.” The partiesiltimately resolved the litigain and entered into a settlement

agreement in early February 200Td. (] 16).



On February 28, 2007, the court entered a Car@eder memorializing a majority of the
terms of the parties’ Settlement Agreemer@edCivil Action No. 05-5175 (DMC), Docket
Entry No. 22). Of particular importance to tihetant Motion, are Paragphs 3, 8, and 9 of the
Consent Order. Paragraph 3 provides, in reiepart, “Amesil’'s manufacture, use, sale, offer
for sale, and/or importation into the Unit8tates of its ACP-9000 device constitutes
infringement of Claim 1.” Pagaaph 8 provides, in relevapart, “Amesil . . . [is] hereby
permanently restrained and enjoined, for thedfféhe Patent-in-Suit from making, having made,
using, selling, or offering to sedir importing into the United &tes of America the ACP-9000 . .
., or any of the preferred embownts disclosed in the '575 pateor any substantially similar
functional imitations of the jaw componentstioé foregoing without first obtaining a license
from NovaSeptum.” Paragraph 9 providesdlevant part, that “NovaSeptum represents,
warrants, and agrees that the manufacture sase, offer for sale, and/or importation into the
United States of America, of tihemesil anvil-type crimper tool deee . . . and any device that is
substantially similar to the anvil-type crimpdnes not and will not constite infringement of
any claims of the '575 Patent or any reissugdbf.” Finally, although not memorialized in the
Consent Order, Paragraph 10 of the Settlemertégent is also relevant to the motion pending
before this Court. Paragraph 10 provides:

Amesil agrees . . . it will not manufacture, have made use, or
import into the United States aimerica, any crimper tool device
that in a single operative stemploys (a) at least one bar
extending along a straighme from one side of the crimper jaws to
the other side to crimp a separatetal or plastically deformable

crimp sleeve, and (b) a substalyigtraight cutting edge to
partially or fully cut the crimp sleevinto at least two sections.



(Settlement Agreement between NovaSeptum R&Aseptic AB and NovAseptic America
Inc. and Amesil, Inc., dated Fefary 2007). Following the entry tfie Consent Order, the case
was closed.

On February 28, 2007, the same day tbagent Order was entered, Gore publicly
announced its acquisition of Amesil. Although Gorffemed to the transaction as an acquisition,
the legal transaction was technically an assethaise wherein Gore acquired certain assets from
Amesil. See NovaSeptum AB v. Amesil,,IhND. 05-5175, 2010 U.S. Dist. LEXIS 138513, at *4
(D.N.J. Dec. 29, 2010). One of the assetse@mquired from Amesil was an anvil-type
crimping device.ld. at *5. Gore maintains that thisimiping device was approved in Paragraph
9 of the Consent Ordetbid.

Sometime later in April 2009, Laurent Legf‘Mr. Leard”), Global Senior Product
Manager at Millipore, was examining Gorevgbsite when he stumbled upon a product that
caught his attention. Mr. Leard downloaded taslaeet containing thgroduct specification
from Gore’s website. (Leard Decl. { 26). Théadheet depicted the Gore Crimp and Cut tool
that was currently available and/or being sold by Galtad.J. Notably, Millipore did not take
immediate action.

Then, on April 2, 2010, Millipore’s Counsel séghbre a cease and desist letter. (Compl.
1 28). The letter advised Gore that the Crimp@uttool currently being offered for sale on its
website was covered by Paragraph 8 of the @urSrder, and was “no more than colorably
different than the ACP-9000."SeeApril 1, 2010 Letter from Susan G. L. Glovsky, Attached as
Exhibit A to Millipore’s Replyto Gore’s Opposition to Application for Preliminary Injunction
(“Pl. Reply Br.”) at 1). Millipoe requested that Gore cease désaf the Crimp and Cut tools,

remove the products from its website, and ptevan accounting of sales to Millipordbid.). If



Gore chose not to comply with the requestipbre demanded a sample of the Crimp and Cut
tool. (d. at 2).

On April 7, 2010, Gore responded to Milligds letter request. Gore, through its
Counsel, stated “[i]t is difficult to understandvihgou could have asserted that the Gore product
is an imitation of the Amesil product and threatened Gore with a contempt action without first
obtaining a sample and comparing it to the Amesil produdbwvaseptum v. Amesihd the
claims of the . . . ['169 Reissue].” (April 2010 Letter from James W. Poradek, attached as
Exhibit B to PI. Reply Br. at 1). Neverthele§€nre provided Millipore with a sample of its
Crimp and Cut tools—the ACS-9073 and GS0002bid ).

On May 12, 2010, NovaSeptum filed a motionitder alia, reopen the Original Action
to hold Gore in contempt for violating the cou€ensent Order, as welk substitute Millipore
for NovaSeptum. (Compfl 34). The court substituted Millipore for NovaSeptum, and found
that although Gore was bound by the Con€ader as Amesil’s sicessor-in-interest,
“substantial open issues existibat created a fair ground of dowds to whether the Consent
Order was violated."NovaSeptum AR010 U.S. Dist. LEXIS 138513, at *17, 21. The court,
therefore, denied Millipore’s motion for contempt.

B. The Parties and Their Sealing Appliances

1. Millipore and Its Sealing Appliance, the NovaSeal Crimping Device

Millipore’s business includes manufacturisglling, and offering for sale sampling
devices for the pharmaceutical industry. (PlvMg Br. at 2). Customers purchase sealing
appliances as part of their purchag¢he NovaSeptum sampling systerid. &t 5). Thereatfter,

customers purchase replacementisgappliances as neededbid.).



The sealing appliece of the '169 Reissue “is interdior contamination-free sealing
and cutting of hoses that [connect a] conng means [to] collecting vessels which are
connected to the process container, sotttetollecting vessels, after being filled with a
medium from the process container, can loged without any risk of contamination to a
laboratory for analysis or sampling of the medi” (169 Reissue, Col. 1, lines 32-42).

The process of using a $ieg appliance of the 169 Reissue can be summarized as
follows: a small amount of liquid is taken framvessel containing a pharmaceutical beverage
(e.g, a liquid often containing patéally harmful compounds); ¢éhliquid is transferred through
a hose to an empty sample container or bag $bintg once the sampletimnsferred, the vessel
containing the beverage and sdenpontainer must be sepaigith a clean separation method,
that is a method which ensures that the cont#ritse containers are not contaminated, and that
the operator using the sealiagpliance is not exposedpotentially harmful compounds.

(Leard Decly 15-16).

The Sealing Appliance of the '169 Reissue aebs this clean separation. Specifically,
the hose that connects the vessgitaining the beverage and gample container is placed
between the jaws of the SealiAgpliance. When actuated, Mpbre’s Sealing Appliance uses
straight bars (located on the uppr) to reinforce the sealing tfie hose, and to fix a sleeve on
the hose, and a cutting means, which has a suiadistraight cutting dge, to make a cutting
indication in the hose and sledfee the necessary separatiafil69 Reissue, Col. 4, lines 51-
62).

Sealing Appliances disclosed in the '169 $eie are an importapart of Millipore’s
sampling business. (Pl. Moving Bt 3). Millipore’s Sealig Appliances are extremely

advantageous in the manner they achieve thessary clean separation of two containers.



(Ibid.). In addition, the Sealing Appnces of the '169 Reissue prdeia superior alternative to
the traditional methods of separating hose®aft Decl. § 20). Specifically, the benefits
associated with the technologytbe '169 Reissue are #efold: (1) it is more cost effective; (2)
a crimped metal sleeve will notem; and (3) a source of energyd, heat or steam) is not
required. Ipid.). As a result, Millipore has achievednemercial success in this industry. (Pl.
Moving Br. at 3).

2. Gore and the GS00020, GS00021, and ACS-9073

Gore manufactures, sells, and offers fde sampling devices for the pharmaceutical
industry. (Pl. Moving Br. at 6). Gore is a diteompetitor of Millipore, and Gore’s Crimp and
Cut tools directly compete with Millipets NovaSeal Crimping Solution productsbid.).

On February 28, 2007, Gore purchasedranl-dype crimping device from Amesil,
which Gore maintains was approved in Paragraph 9 of the Consent Qml&Septum AB
2010 U.S. Dist. LEXIS 138513, at *5. Several moré#ter, Gore modified the crimping tool.
Ibid. Gore’s goal was to “preseaxthe two-step [crimping and ttimg] process but incorporate
the ability to perform botkteps in a single devicelbid. Thus, Gore sought to have the
crimping and cutting processes occur in two s#jgasteps. To accomplish that goal, Gore
attached a cutting blade to a stagd steel lever, and then attedhhe lever to the anvil-type
crimping tool. Ibid.

Gore asserts that the modified deviceires the two-step process approved by the

Settlement Agreement. Initially, the modifiddvice was manufactured and sold under the



product number ACS-9073Gore now sells a similar device bearing product numbers GS00020
and GS00021. Ibid.

C. Millipore’s Complaint and Mo tion for Preliminary Injunction

Millipore filed the instahComplaint on March 15, 2011, and moved simultaneously for a
preliminary injunction. $eeDocket Entry Nos. 1 and 4). &mmatter was reassigned to this
Court on July 14, 2011.SeeDocket Entry No. 23).

Millipore’s Complaintcontainstwo causes of action. In Couniillipore alleges that
Gore is making, using, selling, offering for salejraporting into the United States of America a
crimping device that has infringed and is infrimgione or more claims of the '575 Patent and
169 Reissue. (Compl. 1 46).

In Count II, Millipore alleges that Gore, Asnesil’'s successor-imterest, has breached
the Consent Order and Settlement Agreem8piecifically, Millipore alleges that Gore is
making, using, selling, offering to sell, or importing into the United States of America crimping
devices that are “substantialymilar to the ACP-9000 or a preferred embodiment disclosed in
the '575 Patent and '169 Reissue,” which atek Paragraph 8 of the Consent Ordkt. | 22,
53). Finally, Millipore believeshat Gore is making, using, andlsg crimping devices that can
be used in a manner proscridadthe Settlement Agreementd (Y 55).

In light of the above, Millipcg requests that Gore be enginfrom further infringement
of the 169 Reissue. Millipore believes that ifi@as not enjoined it will suffer irreparable harm

which would not be fully compensable by money damages.

! Gore asserts that it no longer sells the ACS-9073.

2 The GS00021 is in all material ways identical to@®&00020. The only difference is cosmetic—the GS00021 is
nickel-plated. Thus, a reference te t8S00020 incorporates the GS00021.
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[I. Standard of Review

Preliminary injunctions are extraordinarynredies that are not routinely grante@itan
Tire Corp. v. Case New Holland, In&66 F.3d 1372, 1375 (Fed. C2009). The decision to
grant a preliminary injunction is within the sound discretion of this CcAlpbott Labs. v. Andrx
Pharms., Ing.452 F.3d 1331, 1334 (Fed. Cir. 2006). determining whether the extraordinary
remedy of injunctive relief should issue, @eurt examines the following four factors:
(1) whether the movant has shown a reasonable probability of
success on the merits;
(2) whether the movant will be iparably harmed by denial of the
injunctive relief;
(3) whether the threatened injury to the movant if an injunction is
not granted outweighs the threatened harm to the non-movant if the
injunction is granted; and
(4) the impact of a preliminanypjunction on the public interest.

Ibid.

The movant bears the burden to dematstthat a prelimingrinjunction should be
granted. See ibid(“the moving party . . . ha[s] to establigs right to a preliminary injunction . .
.."). Although the Court must generally weighfalur of these factorsa movant cannot be
granted a preliminary injution unless it established baththe first two factorsi.e., likelihood
of success on the merits and irreparable haimiazon.com, Inc. v. Barnesandnoble.com, Inc.
239 F.3d 1343, 1350 (Fed. Cir. 2001) (internal citation omitted).

IV.  Legal Discussion
A. PatentInfringement
1. Likelihood of Success on the Merits
“[B]ecause of the extraordinanature of the relief, theatenteecarries the burden of

showing likelihood of success on the merits withpext to the patent’s . . . infringement.”

Nutrition 21 v. United State930 F.2d 867, 869 (Fed. Cir. 1991infghasis in original). Thus,



Millipore must demonstrate that it will likely previnfringement, and that it will likely withstand
Gore’s challenges, if any, to thikegied infringement of the patentitan Tire Corp, 566 F.3d at
1376. A preliminary injunction should not issué&ibre is able to raise a substantial question
regarding infringementAstraZeneca LP v. Apotex, In633 F.3d 1042, 1050 (Fed. Cir. 2010).
A patent infringement analigsrequires two stepdHilgraeve Corp. v. Symantec Corp.
265 F.3d 1336, 1341 (Fed. Cir. 2000gkley, Inc. v. Sunglass Hut Int316 F.3d 1331, 1339
(Fed. Cir. 2003) (“An assessment of the likelihood of infringementequiresa two-step
analysis.”) (emphasis added). Eirshe court. .. must. .. t&rmine the meaning and scope of
the claims.” Gillette Co. v. Energizer Holdings, Ine05 F.3d 1367, 1370 (Fed. Cir. 2005);
Amazon.com, Inc239 F.3d at 1351 (“A claim must benstrued before . . . deciding
infringement)® Second, the claim as properly construed must be compared to the alleged
infringing device. Hilgraeve Corp, 265 F. 3d at 1341 (internal citation and quotation omitted).
In construing claims, the analyticalcies must begin and remain centered on the
language of the claim itselfGillette Co, 405 F.3d at 137®hillips v. AWH Corp.415 F.3d
1303, 1312 (Fed. Cir. 2005) (“the claims are of primamportance [ ] in the effort to ascertain
precisely what it is that is patentediiyternal citation ad quotation omitted).A proper claim
construction requires an examinatiortlod intrinsic evidence of record/itronics Corp. v.
Conceptronic, In¢.90 F.3d 1576, 1582 (Fed. Cir. 1996). The intrinsic evidemnes,the patent
itself, including the claims, the specification andnitvidence, the prosecution history . . . is the
most significant source of the legally operatmeaning of dispatl claim language.lbid.
Nevertheless, when the court is bleato perform step one of tivdringement analysis, the court
cannot, nor should it, compare thikkeged infringing device to amproperly construed claim.

See Amazon.com, In@39 F.3d at 1351 (“The court must prdpénterpret the claims, because

%It is the first step, commonly known as atatonstruction, that is at issue here.
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an improper claim construction may digtthre infringement . . . analyses.8ge also Fair Isaac
Corp. v. Int'l Bus. Mach. CorpNo. 05-2081, 2006 WL 1283852 (D. Minn. May 9, 2006);
Docusign, Inc. v. Sertifi, Inc468 F. Supp. 2d 1305 (W.D. Wash. Oct. 19, 2006).

Keeping these legal principles in mind, eurt turns to Claini of the '169 Reissui&,
which provides:

An appliance for mechanical seaiof hollow hoses (2) of elastic
material with a sealing means (3) which is made of plastically
deformable material and which is applied to the hose, said
appliance (1) having two jaws (8, @t least one of the jaws is
movable towards and away fronmetbther jaw and the jaws crimp
the sealing means (3) against those (2) to seal the same,
characterised [sic] in that theaing means (3) has the form of a
sleeve (4) which is slipped on tcethose (2), thait least one of

the jaws (8 or 9) has at l¢ame straight bar (11) having a
projecting end which projects towarthe other jaw (9 or 8) and
which, when at least one of the jaws is moving towards the other
jaw, makes an indentation (12)time sleeve (4) and the hose (2) to
reinforce the sealing thereof agll as the fixing of the sleeve on
the hose, that at least one of jaes (8 or 9) has a cutting means
(13), which projects towards thehet jaw (9 or 8) and which when
at least one of the jaws (8 or 9) is moving towards the other jaw,
makes a cutting indication (14) fhe sleeve (4) and the hose (2) to
allow a sealing cutting of the hog®), and that the cutting means
(13) has the form od substantially straiglautting edge (15)

which projects to a greater extéhan the projecting end of said at
least one bar (11).

(169 Reissue, Claim 1, Cd4, lines 42-64).
Since Claim 1 contains a number of termsolvhmust be construed by the Court, it is
imperative that the parties provide the Court wittdguice in this step of the analysis. As such,
the Court next turns to Mijliore and Gore for guidance. egjfically, the @urt looks to
Millipore and Gore to identify terms to be construed so that the Court can intelligently determine

the meaning and scope of Claim 1, as requisedtep one of the infringement analys&ee

* Only Claim 1 of thé 169 Reissue is at issue in Millipore’s motion for a preliminary injunction.
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Gillette Co, 405 F.3d at 1370 (“the court . mustfirst determine the meaning and scope of the
claim[ ].”) (emphasis added).

Millipore’s Moving Brief, however, does nassist the Court in determining the meaning
and scope of Claim 1. To be clear, Millipareither offered terms for claim construction, nor
did Millipore attribute any meang to the terms of Claim 1.SéePl. Moving Br. at 9-157.

Instead, Millipore opened its briefy by concluding that Gore’s dees met all the limitations of
Claim 1of the 169 ReissueSée idat 9). Thus, Millipore proceedetirectly to step two of the
infringement analysis and compared #tleged infringing device to Claim 1S¢e idat 10-15).

In conducting its infringement analysis, Mibre offers two theories of how Gore’s
devices infringe Claim 1 of the 169 Reissudnder Millipore’s first theory, a hose with a
deformable sleeve is placed betwdiem jaws of Gore’s deviceld( at 10). The blue handles are
then fully squeezed; the separate lever is not depredidl). (Millipore contends that when
the device is actuated in this manner,gtraight bars located on the upper jaw make
indentations in the hose astkeve, while the cutting ed§égcated on the upper jaw of the
device, makes a sealing cutting ication in the sleeve and hosébid.). Millipore’'s second
theory of infringement is as follows: a hollow lkeasnd sleeve are placed between the jaws of the
GS00020; the blue handles are squeezed uatilthck once; then, in one motion, the blue
handles and the separate leasr depressed simultaneousiid. &t 13). Under this theory, the
straight bars of the upper jaw cteandentations in the hose asideve, and the cutting edge of
the separate lever makes a cutting indicatiainénhose and sleeve tlgades fully through both,

resulting in two pieces.liid.).

® The closest Millipore gets to attributing meaning to terms of Claim 1, is when it states that “a cutting indication
can be such that the sleeve and the hose are not cakenhtirectly when sealing by means of the appliance . . .
but at an optional point in time after thatfd.(at 10, 11).

® Gore refers to this piece as its central crimping bar.
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In response, Gore argues that Milliporegphbcation is fatally flawed from the start
because Millipore failed to conduite required claim constructi@malysis. (Def. Opp. Br. at
5). According to Gore, when a plaintift@ampts to skip step one of the analyses, claim
construction, courts do not hesitatedeny motions for injunctive relief.lid.).

Gore next identified the following claim terresbe construed for purposes of assessing
the scope and meaning of Claim(1) “cutting means”; (2) “substdially straight”; (3) “cutting
edge”; (4) “indentation”; (5) “cuttig indication”; (6) “sealing cuttig”; and (7) “has.” Gore also
offered proposed constructions for the majorityhafse terms. Specifically, Gore proposes that
to be considered a “cutting means,” there must betting edge that makes at least a partial cut
in the sleeve and hode(Def. Opp. Br. at 15). Goresserts that “cutting edge” should be
construed to mean an edge that makaaraal cut in the gleve and tube.ld. at 16-18). Gore
also appears to argue that the claim temdéntation” should be construed to mean the
compression or deformation of a metal sleéxe, not a partial cut.ld. at 13). Gore contends
that “cutting indication” shoultbe construed to mean a partat in the sleeve and tubdd.(at
18). Gore defines “sealing cutting$ a cutting where the initiakal created by the crimp is
maintained during and after the tube is cud. &t 19). Finally, Gore proposes that “has” should
be construed as “attached to” os fiart of the structure of.”Id at 21).

Gore then compared its GS00020 devicElkmm 1, and explained why infringement
does not occur under either of Mibre’s two theories. Gore gues that infringement does not
occur under Millipore’s firstheory of infringement for the falving reasons. First, Gore claims
that its central crimping bar is not a “cuttinggans” with a “substaiatlly straight” “cutting

edge.” (d. at 16-18). Rather, its central cping bar is a flat-faced structuiies,, it is not

" The Court notes that Gore provided the Court with a ddtaitlysis of Claim 1, which included a discussion of
the patent specification, prosecution history of the patewt prior settlement agreement, in attempting to explain
why the “central crimping bar” of its device is not a “cutting meanSé&e(idat 8-15).
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substantially straightln addition, the central crimping bdoes not contain a “cutting edge” as
required by Claim 1; instead, the central cringpbar crimps or indents the sleeve and hose
together. Ipid.). Second, Gore argues that its caintrimping bar is not a cutting means
because it creates an “indentation,” not a “cuttimdjdation” which Gore defines as a partial cut
in the sleeve and tubeld(at 18). Third, Gore argues thatsealing cutting” would not be
achieved because the process of bendinglé®e and hose back and forth involves
considerable force, and it is uear whether a seal would be ntained between htwo sides of
the crimped hose and sleevéd. @t 18-19).

Gore also argues that infringement doesoccur under Millipore’s second theory
because its device “has” a cutting edgat is attached to a separkeer, not to one of the jaws
as required by Claim 1.Id. at 21). Furthermore, Gore argukat the “cutting edge” attached to
the separate blade has a “tapered-cutting edgec¢hvidnangled, not “subahtially straight.” (d.
at 20, 24).

Millipore’s Reply Brief offergproposed constructions for seMetaut not all, of the claim
terms raised in Gore’s opposition brigfhese claim terms include: (1) cutting me&i(2)
cutting indication; and (3) straighMillipore contends that a “tting means” need not actually
cut; instead, it is only requirdd leave a cutting indication. (Pl. Reply Br. at 4). Millipore
believes that “cutting indication” should be constl to mean allowing fdhe sealing cutting of
the hose either by the cutting means itselgltmwing something else, such as manual bending
action. (bid.). Finally, Millipore, without citation, defines “straightis a direct line between

two points, even if at an angleld(at 7-8).

8 The Court has thoroughly reviewed Millipore’s subntissi However, it is not clear what Counsel would like
cutting edge to be construed to mean. For example, Millipore asserts that the “fixed cutting means makes a cutting
indication.” It appears that Millipore does not specifically discuss the “cutting edge.”
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Based upon these proposed constructions, Mii@rgues that infringement occurs
under both of its theories. Mitlore concludes that infringememtcurs under g first theory
because the “fixed cutting means sfiis the claimed cutting means/fd.(at 7). Under its
second theory of infringement, Millipore claims tiazdre’s “position that th edge of its cutting
means is nostraightbecause it is tapered . . . mntrary to the plain meaning sfraight (Id. at
7-8) (emphasis added)Millipore also summarily rejects @@'s proposed definition of “has,”
but fails to provide its own definition for this tefinTo that end, Miipore concludes that
infringement occurs because the “movable ogttheans satisfies the claimed cutting means.”
(Id. at 9).

In light of the arguments outlined abottee Court must now determine whether it can
perform step one of the infringement analysis and determine the meaning and scope of Claim 1
based upon what has been submitted by the patiesaking this determination, the Court is
guided by the holdings Mazom;j*° Fair Isaac, andDocusign

In Nazomj the Federal Circuit noted that in orde perform its review of a district
court’s claim construction, the district cosrtbrder must provide “sufficient findings and
reasoning to permit meaningfappellate scrutiny. Nazomi Commc’ns, Inc403 F.3d at 1371
(internal citation omitted). Thus, prudence dictates that the parties provide the district court with
as much detail as possible supporting their claimstruction positions, so that the court is fully
informed before it issues an order.

In Fair Isaag the court denied plaintiff’'s requésir a preliminary ijunction because it
was unable to construe the claims at isssigecifically, Fair Isaac byssed step one of the

claim construction analysis and concluded thatdbfendant’s alleged infringing product met all

® Millipore concludes that “[a]t least one of the jaws of Gore’s device ‘has’ a cutting means based on the plain
meaning of this phraseld. at 8. Millipore does not, however, state what the plain meaning of “has” is.

19 See Nazomi Commc'ns, Inc. v. Arm Holdings, PAG3 F.3d 1364 (Fed. Cir. 2005).
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the limitations of the claim at issue, withottesing any terms that req@d construction. Fair
Isaac also failed to “attvute any meaning to the terms of the clairRdir Isaag 2006 WL
1283852, at *6. The court concluded that Faaats’s claim constrtion and infringement
analysis were incompletdd. at *7.

In Docusign the court concluded that it was unable to compare the claims to the accused
device. 468 F. Supp. 2d at 1309. The movant tladezl to present sufficient evidence based
upon the specification and prosecutlostory to construe the claimsbid. Thus, the court
declined to undertakesua spontanalysis of the specificatiomithout any direction from the
parties. Id. at 1308.

The principles announced Nazomj Fair Isaag andDocusignare applicable to the
matter pending before this Court. To thatlethe Court cannot, nor should it, determine the

scope and meaning of Claim 1 for the following three reasons.

First, the parties’ submissions have fdite provide the Court with sufficient detail
relating to their claim construction positionslillipore’s attempt tosupplement its prior
submissions during the Rirainary Injunction Hearingyis-a-visnewly minted arguments, will
be disregarded for purposes of this motibdudge Hayden most elegantly explained the
rationale underlying this position:

The Court notes that in its repbyief, defendant breaks a cardinal
rule of motion practice by raising amgument . . . that it failed to
raise in its moving papers. Tharpose of the reply brief is to

respond to the opposition brief explain a position that the
respondent has refuted. Becatiszlocal rules do not permit sur-

Y The majority, if not all, of Millipore’s newly mintedrguments concern proposed constructions for claim terms
that were not previously argued in Millipore’s prior submissions. Millipore also provided the Court with a
document titled, “Millipore’s PreliminarZlaim Constructions” at the conclusion of the Preliminary Injunction
Hearing. Although not digsitive, the Court believes it is worth notitigat several of the claim terms for which
Millipore provides proposed constructions, Millipore did nafude in either of its submissions to the Court in
support of its motion for a preliminary injunctioa.g, “has” and “substantially straight”).
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reply briefs, the non-moving partannot respond to newly minted
arguments contained in reply briefs.

Dana Transport, Inc. v. Abelco Finance, LUdo. 04-2781, 2005 U.S. Dist. LEXIS 18086, at
*16 (D.N.J. Aug. 17, 2005) (internal citations omittéd).

Dana Transporilso guides the Court. Specidlly, if raising a “newly minted
argument” is frowned upon in a reply brief, suralynewly minted argument” raised for the first
time during oral argument is even more problemaAlthough the Courappreciates Counsel’s
efforts to present sufficient evidence for theu@'s consideration, Millipre’s arguments raised
for the first time at oral argument will be disregardeBeePreliminary Injunction Hr'g Tr. at
21-23; 111:16-23; 129:1-3; 130-133:16). Conseqyeattourt order, at i point, would be
devoid of sufficient findings and reasoningazomi Commc’ns, Inc403 F.3d at 1371.

Second, the factual scenapesented here is angbus to what occurred Fair Isaac
Specifically, Millipore’s moving bief, like Fair Isaac’s, neither offered terms for construction
nor attributed any meaning to the terms di@l 1. Instead, Millipaz elected to begin its
analysis under the heading, “T@®re Devices Literally Infringe Claim 1 of the 169 Reissue,”
and then attempted to identifyhere each claim limitation was pesd in Gore’s devices. (PI.
Moving Br. at 9-15). In fact, thmajority of Millipore’s argumet is directed at providing the

Court with a detailed account of how Gordvices infringe Claim 1 of the patéfit.

2 The Court notes thaebause the Local Patent Rulesnit address the perssibility of filing sur-reply briefs, the

Local Civil Rules apply, which means that sur-reply briefs are not permitted in patent cases without the permission
of the Judge or Magistrate Judge to whom the case is assi§aed. Pat. R. 1.2 (“The Local Civil Rules of this

Court shall apply to such actions, except to the extentttbgtare inconsistent with these Local Patent Rules.”).

13 Millipore also fails to discuss the prosecution history of the patent. The only time Millipore touches upon the
patent’s prosecution history is when it attempts to refute Gore’s analysis of h@a8&ium obtained the patent.
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Millipore also failed to offer a proposedrtstruction for several claim terms after Gore
raised proposed constructions in its opposition BfieFhese terms are: “substantially straight;”
“indentation”; and “has.” Without Millipore’groposed construction of these terms the Court
cannot perform step one of the infringement analysis. Therefore, the Court cannot proceed to
step two and determine whether Gore’s Cramg Cutting devices infringe under either of
Millipore’s theories.

For example, the Court is unable to deteamifringement under Millipore’s first theory
because it is unclear whether Gore’s purportedmng bar is a “cutting means.” According to
Claim 1, the requirements of a cutting means are: (1) a cutting indication; (2) a substantially
straight cutting edge; and (3paaling cutting. To reiterat®illipore does not propose a
construction for the claim term indentati@md thus the distinction between a “cutting
indication” and “indentation” isinclear. Furthermore, the Court is uncertain whether Gore’s
crimping device possesses a “substantially dttaigutting edge” because there has not been a
proposed construction of thee “substantially straight*®

The Court similarly is unable to perfoistep one of the infringement analysis in
connection with Millipore’s second infringemetheory for the following reasons. First, the
Court cannot determine whether asfeéhe jaws “has” a cutting means, as required by Claim 1.

(Se€'169 Reissue, Column 4, lines 56-57). Seconel Gburt is unable tdetermine whether the

1 Millipore’s reliance or02 Micro Int’l Ltd. v. Beyond Innovation Tech.@®unavailing. 521 F.3d 1351. @2

Micro, the Federal Circuit held “[c]laim construction is atteaof resolution of disputed meanings and technical
scope, to clarify and when necessargxplain what the patentee covered lg ¢haims, for use in the determination

of infringement. When the parties present a fundarhdigpute regarding the scope of a claim term, it is the

court’s duty to resolve it.1d. at 1362 (internal citations omitted). Thus, the holdin@®Microundermines

Millipore’s argument here because there was a clear dispute regarding the meaning and scope of claim terms as
outlined above.

5 In fact, Millipore actually states that “Gore does not dispute that its fixed cutting means is straight.” (Pl. Reply
Br. at 3). Perhaps that is the reason why Millipore faileaffier a proposed construction of “substantially straight.”
Nevertheless, Millipore’s posith is incorrect because Gore argues thateitgral crimping bar has a flat-face that is
not substantially straight. (emphasis added).

-18 -



cutting edge of Gore’s device‘substantially straight Millipore’s asserton that “a direct line
between two points, even if at an angle, isighid is misguided because the claim term at issue
is “substantially straight,” not “straight.” Mipore also fails to eplain if straight and
“substantially straight”lsould be construed in the same mamnThus, the Court is left to
wonder whether “substantiallyratght” is a direct line deveen two points, even if at an angle.

Finally, this Court will not, nor is it requed to under Federal Circuit law, construe
claims “in a vacuum.”’Kyocera Wireless Corp. v. ITG45 F.3d 1340, 1347 (Fed. Cir. 2008).
Moreover, the Court declines to undertalsia spont@nalysis of claim terms to determine the
scope and meaning of Claim 1 because calmtsild avoid improper alm construction, which
would, in the end, distort the infringement analySee Amazon.com, In@39 F.3d at 1351
(“The court must properly intpret the claims, because iamproper claim construction may
distort the infringement . . . analysessge also Am. Piledriving Equip., Inc. v. Geoquip,,Inc.
637 F.3d 1324, 1331 (Fed. Cir. 2011) (“It is well leettthat the role of a district court in
construing claims is not tedefine claim recitations or to read iiations into the claims . . ..").

In light of the above, thedtirt cannot, at this juncturproperly determine the scope and
meaning of Claim 1. Consequently, the Casidnable to compare Claim 1 to the alleged
infringing device, and is therefore unabledtermine whether infringement has occurred.
Accordingly, the Court finds that Millipore h&ailed to carry its buden of showing likelihood
of success on the merits.

2. Irreparable Harm

Millipore must provide a clear showing thatthe absence of injunctive relief it will

suffer irreparable harmiNutrition 21, 930 F.2d at 870-71 (Fed. Cir. 1991). The Supreme Court

has emphasized that irreparable harm must bbls$ted as a separate element, independent of
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any showing of likelihood of success; pegable harm can no longer be presumétinter v.
Natural Resources Defense Counsel,,IBB5 U.S. 7, 22 (2008¢Bay Inc. v. MercExchange
L.L.C, 547 U.S. 388 (20067,

In an attempt to meet its burden, Millipaegues that it has establed irreparable harm
because should Gore not be enjoined Millipoik (/) suffer a loss of itsnarket share; (2) likely
lose customers and business opputies; (3) sufferrreparable harm to the good will of its
customers that it has built up over many yeard;(dh perhaps considdecreasing # price of
its sampling system. (RMoving Br. at 19-22).

In response, Gore argues that Millipors Feiled to demonstrate that it will suffer
irreparable harm. Initially, Gore states thatlidore has, without reason, delayed in bringing
this motion for more than two years, which pueles a finding of irrepalde harm. Gore next
contends that Millipores purported harms in the forms of lost sales, lost market share, possible
price erosion, and possible loss of customer gabicire speculative, and thus not cognizable
harms. Furthermore, Gore asserts thatriasket share and price erosion are economic harms
that can be compensated by money damageslhfiGare claims that lost sales standing alone
are insufficient to prove irreparabharm, but regardless of tHatt, Gore arguethat Millipore
actually concedes that it has suffére actual lost sales to Gore.

During oral argument Mr. Leard providedtienony relating to information contained in
his March 9, 2011 Declaration. The majorityndt all of Mr. Leard’sestimony, focused on the
sealing appliance industry, and Medrd’s interaction with end useise(, customers) during the

period in which Gore’s products have been omtlagket. Of particular importance to the Court

% The Federal Circuit recently adopted the Supreme Colietis that irreparable harm can no longer be presumed.
SeeRobert Bosch, LLC v. Pylon Mfg. Caorplo. 2011-1096, 2011 U.S. App. LEXIS 20700, at *13 (Fed. Cir. Oct.
13, 2011) (“We take this opportunity to put the question to rest and confireBhgjettisoned the presumption of
irreparable harm as it applies to determirting appropriateness of injunctive relief.”).
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is the testimony elicitéin connection withrreparable harm. Speat#lly, the Court finds the
following testimony relevant to its analysisdetermining whether Millipore has made a clear
showing that in the absence of injunctive reiiefill suffer irreparable harm. First, Mr. Leard
stated that he has no formal evidence that a s&gte Crimp and Cut tool device has been sold.
(Preliminary Injunction Hr'g Tr. aB5:21-23; 92:20-24; 95:17-20, Sep. 27, 2071%econd, Mr.
Leard stated that of the tenrpent of the customers that cemted from the traditional method,
“almost all of them” are currély using the NovaSeal produck., Millipore has not lost a sale

to Gore. [d. at 94). Third, Mr. Leard had no informatitdmat Millipore’s market share has been
compromised because of Gore’s Crimp and Cut devited.), Finally, Mr. Leard confirmed

that Millipore had not reduced its pricesd. @t 139).

In light of the above, the Court finds th\illipore has failed teestablish that in the
absence of injunctive relief it will suffer ipparable harm. First, éhCourt finds Millipore’s
argument relating to loss of good will to be unpesst& Millipore states that it will lose its
customers’ good will when it prevails in tHisgation because it will be in the unenviable
position of having Gore’s customers switch produdthis argument is too speculative for this
Court to accept. Indeed, if Mitlore eventually prevails in thigsigation, customers in general,
and Gore’s former customers in particular] weed to purchase sampling systems and sealing
devices from a new manufacture€onsidering the relatively small size of this niche market, in
conjunction with Millipore’s self-proclaimeduperior product, the manufacturer selected by
these customers could be Millipdfe.

Second, the Federal Circuit,wsll as courts in this districhave declared that the types

of harms advanced by Millipore—loss of markbare, lost sales, and price erosion—are not

Y Mr. Leard indicated that of the 350 customers thillipdre services, he knows of only one customer that has
actually switched to Gore’s produciSdeid. at 90:3-17).
18 Millipore conceded this point during oral argumersed idat 28:1-4).
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irreparable, and thus cannot form theesis for granting injunctive relieNutrition 21, 930 F.2d

at 871 (“[N]either the difficulty of calculating lossén market share, nor speculation that such
losses might occur, amount to proof of speciadumstances justifyinthe extraordinary relief

of an injunction prior to trial.” )Eli Lilly & Co. v. Am. Cyanamid Cp82 F.3d 1568, 1578 (Fed.
Cir. 1996) (“Such a rule would convert the ‘extr@ioary’ relief of a preliminary injunction into

a standard remedy available whenever thexpfahas shown a likelihood of success on the
merits.”); Altana Pharma AG v. Teva Pharms. USA, 1682 F. Supp. 2d 666, 682 (D.N.J. 2007)
(finding plaintiffs have not estdished irreparable harm despaentending loss of revenue, price
erosion, decrease in market shaa#fjd, 566 F.3d 999 (Fed. Cir. 200Qpvartis Corp. v. Teva
Pharms. USA, IncNo. 04-4473, 2007 U.S. Dist. LEX 42163, 2007 WL 1695689, at *26-28
(D.N.J. June 11, 2007) (finding that plaintifiléal to establish irreparable harm because
damages were calculable, Tevallle ability to pay any damagaward, and the possibility of
loss of market share and price erosito not constitute irreparable harnm);re Gabapentin
Patent Litig, Nos. 00-2931, 01-1537 (D.N.J. Aug. 20, 2004), Transcript at 12-14 (“Loss of
market share, or price erosion, lost sales,emah lost market opportuigs in my view can be
reduced to dollars, not eastbyut feasibly.”) (quoted irltana 532 F. Supp. 2d at 683-84);
Sanofi-Aventis Deutschland GmbH v. Glenmark Pharms. Inc., UNbHA07-5855, 2010 U.S.
Dist. LEXIS 56019, at *47 (loss of market sharal price erosion are economic harms that can

be compensated by way of money damage#Jotwithstanding thesgecisions, Millipore has

¥ The Court is cognizant of the cases cited by Millipd@eeAbbott Labs. v. Sandoz, In644 F.3d 1341 (Fed. Cir.
2008);Purdue Pharma L.P. v. Boehringer Ingelheim GmBBi7 F.3d 1359 (Fed. Cir. 2001); and

Bio-Technology Gen. Corp. v. Genetech,,I86.F.3d 1553 (Fed. Cir. 1996). The Court does not, however, believe
that the decisions reacheatth, conflict with the decish reached here. Specifically, in those cases, the Federal
Circuit indicated that the district coudid not clearly errin finding that the Plaintiff established irreparable harm by
arguing some of the same types of harm alleged herdoss of market share, price erosion, and lost sales. To that
end, it becomes clear that thederal Circuit's decisions lBandozBoehringher andGenetectstand for the

proposition that the Federal Circuit reviews a district £etindings with deference and only overturns a district
court’s exercise of discretionitl respect to irreparable harm if it was clearly errone@e Novartis Corp. v.
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not presented the Court with any evidence thatstdrawill suffer lost sales, price erosion, and
lost market share. In fact, Mr. Leard confed that Millipore has not lost sales to Gore;
Millipore has not lowered the ige of its product; and Millipa’s market share has not been
compromised despite the fact that Gore’s Crand Cut devices have been on the market since
at least as early as April 208%.

For these reasons, Millipore has failegtovide a clear showing that it will suffer
irreparable harm in the aénce of injunctive relief.

3. Balance of Hardships and Public Interest

Because Millipore has not demonstratedesgith likelihood of success on the merits or
irreparable harm, the balance of hardships weighs in favor of Gore.

The public interest also weighsfavor of Gore. This Court believes that a company that
builds a business based on infringing productslitame no one other than itself should a court
enjoin it from further infringement.See Sanofi-Synthelabo v. Apotex,,|4Z0 F.3d 1368, 1383
(Fed. Cir. 2006). However, “competitors arditted to review the pulx record, apply the
established rules of claim consttion, ascertain the scope of the patentee’s claimed invention
and, thus, design around the claimed inventid¥ittonics Corp, 90 F.3d at 1583. Millipore, at
this preliminary stage, has nb¢monstrated that Gore infrirdy€laim 1 of the 169 Reissue.

Thus, the Court concludes that the pubiierest also weighs in favor of Gore.

Teva Pharm. USA, IncNos. 04-4473, 06-1130, 2007 U.S. Dist. LEXIS 42163, 2007 WL 1695689, at *27 (D.N.J.
June 11, 2007) (“Although there might exist many exampie®urts granting prelimary injunctions where these
factors [lost sales, market share, @nide erosion] were present, it does not necessarily follow that the possibility of
such factors in such mattetemanded preliminary injunction. Similarly the possibility of these factors in the
instant matter does not alone demand a preliminary injunction, especially where such lostesdnguat, appear

to be calculable.”) (emphasis in original).

20 The Court also notes that Mr. Leard’s Declaration fursiupports the Court’s finding that Millipore has failed to
establish that it will suffer irgarable harm if a preliminary injunction istnssued. As to lost sales, Millipore has
asserted that it is not aware of any significant sales thattdearelost to Gore. (Leard Decl. { 36). With respect to
price erosion, Millipore concedes that it will only cies lowering its prices as a “last resortlbid.). Finally,
Millipore emphasizes that, while competing with Gore, it nevertheless “etmgpendous commercial success with
the sales of its NovaSeal Crimping Solution,” which requires Millipore’s Sealing Applialtcéd] 25).
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B. ConsentOrder

Millipore also claims that Gore has falléo abide by the conditions of the Consent
Order, specifically Paragraph 8. Namely, Millipore argues that the GS00020 is substantially
similar to a preferred embodiment disclosed m'8v5 Patent and 169 Reissue, and is also
substantially similar tthe ACP-9000. (PIl. Moving Br. at 15-19).

In countering Millipore’s argument, Goesserts that the 2007 Settlement Agreement
between NovaSeptum and Amesilristructive. First, Gore coands that pursuant to paragraph
10 of the Settlement Agreement, Amesil agregdmonanufacture “any crimper tool device that
in a single operative step eropled] (a) at least one bar extémglalong a straight line from one
side of the crimper jaws to the other siderionp a metal . . . sleeve, and (b) a substantially
straight cutting edge to partiglor fully cut the crimp sleeve intat least two sections.” (Def.
Opp. Br. at 14). Second, Gore argues thatGS00020 is different than the ACP-9000.
Specifically, the ACP-9000 utilizes a one-spgpcess to crimp and cut hollow hoses.
(Preliminary Injunction Hr'g Tr. at 46:19-24). Tbat end, Gore believélat its device, which
utilizes a two-step process to crimp and wutinlike the ACP-9000, and is more akin to the
device that NovaSeptum agreed dot infringe the '169 Reissue in Paragraph 9 of the Consent
Order. (Def. Opp. Br. at 15).

The Court finds that it cannadt this preliminary stage, determine whether Gore has
violated the Consent Order for the followirepsons. First, Millipore’s conclusion that the
GS00020 is substantially similar éopreferred embodiment discldsia the '575 Patent and '169
Reissue is based upon flawed reasoning. Spalifj Millipore’s condusion is based upon the
same analysis it used in attempting to demonstrate infringenteegP|( Moving Br. at 16-17).

However, as this Court has already explainemlyabMillipore’s analysis is premature because
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Claim 1 has not been properly construed. A prapastruction of Claim 1 is required before
this Court can determine whether the GS00020bstantially similar ta preferred embodiment
disclosed in the '575 Patent and '169 ReissMereover, Millipore failed to carry its burden in
providing the Court with sufficidninformation to determine thecope and meaning of Claim 1.
For those reasons, the Court cannot, nor will it, evaliallipore’s argument in the abstract.
Second, the Court cannot determinéha point whethethe GS00020 possesses
“substantially similar funiional imitations of the ja components of the ACP-9008""(See
Consent Order  8). That said, the Courttifies some of the differences between the GS00020
and the ACP-9000 as follows: (the straight b of the GS00020 aredated on the upper jaw;
(2) the cutting means of the ACP-9000 is on the tgew; (3) a separate lever has been attached
to the GS00020,e., the GS00020 has three levers; (4)dhing means that appears to be
attached to this lever does nobjact from the lower jaw unlessishever is depressed; (5) the
cutting edge of the ACP-9000 appears to wor&dnjunction with a receson the opposite jaw;
and (6) Gore has added an additional ptedbe upper jaw of the GS00020—which Gore
identifies as its central crimping bar, and Iigibre identifies as an additional cutting me&ns.
Although these differences are notmtisitive, it is still unclear ahis preliminary stage, whether

the alterations made to the GS00020 essentiallygdththe nature of the device or its function.

2L At the outset, the Court notes that both Millipore and Gore’s submissions contain, at most, a minimal discussion
of this issue.

22 During oral argument, Counsel from Millipore provideé Court with the ACP-9000. Upon examination, both
the Court and Counsel agreed that the GS00020 and ACP-9000 are visually different, and that the GS00020 has a
sharper cutting edge than the ACP-9000.
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V. Conclusion
For the reasons set forth above, Millipor®lstion for a Preliminary Injunction (Docket
Entry No. 4) is denied.

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