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IN THE UNITED STATES DISTRICT COURT
NORTHERN DISTRICT OF ILLINOIS
EASTERN DIVISION

BAXTER INTERNATIONAL, INC.,
Raintiff,

No. 15-cv-9986
V.

~ — N

Hon.Amy J.St.Eve
CAREFUSION CORPORATION and BECTON, )
DICKINSON AND COMPANY, )
)
Defendants. )

MEMORANDUM OPINION AND ORDER

AMY J. ST. EVE, United States District Court Judge:

DefendantareFusiorCorportion and Becton, Dickinsaeand Company (collectively,
“Defendants”) have moved for leave to amémeir answer and counterclaims to assert
inequitable conduct pursuant to Federal Rul€igfl Procedure 15. (R9.) Plaintiff Baxter
International, Inc. (“Baxter”) opposes Defentisl motion on the grounds that amendment is
futile and that Defendants failed to act diligentlyseeking leave to amend. (R. 94.) For the
following reasons, the Court grants Defendants’ motion.

BACKGROUND

Baxter’'s Allegations and the Patents at Issue

In its First Amended Complaint, Baxtelfeges that Defendants’ Alaris System—an
infusion pump system that enabtae delivery of intravenous (“IV fluids and drugs—infringes
three of Baxter’s patents, U.S. Pathlais. 5,764,034 ('034 Patent); 5,782,805 ('805 Patent); and

6,321,560 ('560 Patent). (R.29 at 19, 11, 25%45))

! Defendants assert that only the '034 Patent and thePa8@mt are unenforceable béisa inequitable conduct.
(R. 77-1, 24, 111 26-44.) Thus, the '560 Patent is not pertinent to theteuoton.
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The ‘034 Patent, entitled “Battery Gauge PoBattery Operated Infusion Pump” was
filed on April 10, 1996. (R.29-1, ‘034 Patent, Mhe ‘034 Patent lists twinventors, George
Bowman and Grace Esche, and is assigned to Baxte)y. The ‘034 Patent is directed to an
infusion pump capable of estimating the amourttroé left on a battery by monitoring both the
voltage available from the battery and the ant@if current flowing from the batteryld(, col.
2:14-16, 20-23). The summary of the ‘034 Pateattes: “[the present invention provides a
medical infusion pump which incorporates cost-effective, sensitive battery monitoridg.” (
col. 2: 11-13). The summary further discloaeselectric circuit which enables a “sampling
technique [that] alternates between samplirttebavoltage and sampling current drainld.(
col. 2: 25-28). “A method is then appliemithe sampling signals by a microprocessor which
determines the amount of time left under battery powkt. ¢ol. 2: 28-30). The specification
recites that the “inventionsd provides several troubleshiog alert, alarm and failure
messages” to health care providersl., col. 8: 15-16). The alecondition includes “a battery
low alert, which indicates that the auxiliargittery has less tharpaedetermined amount of
infusion time left.” (d., col. 8: 29-32). The alarm conditiimdicates that the auxiliary battery
charge has diminished below the lemetessary to continue infusion.ld{ col. 8: 34-35).

The '805 Patent, entitled “Medical Infusion Pump,” was also filed on April 10, 1996. (R.
29-2,'805 Patent, 1.) It lists the followingventors: Randolph Meinzer, Grace Esche, Eric
Michael, Kimball Knowlton, Cynthia Bennett, Erignner, Kenneth Lynn, Joseph Kruft, Eileen
Hirotsuka, Daniel Kusswurm, JaZeisloft, Janice Stewart, DebGelhar, and Gilbert Rivas.
(Id.) The summary of the '805 Patent indicates tfft]he present invention provides a medical
infusion pump which is readily adaptable t@ urs multiple clinical settings without unduly

burdening the user with programming parsgengfor such a variety of uses.ld(col. 1:65-67,



col. 2:1-3.) The invention “allowthe user to selectémumber of flow chanteavailable or to
allow for existing pumps to addoflv channels as needed.ld.( col. 2:2-5.) The pump contains
“a display area for displaying user interface infatimn” on the main body portion as well as “an
auxiliary display area for displaying supplemtal user interface information.’ld( col. 2:12—

14.)

Il. Defendants’ Inequitable Conduct Allegations

Defendants seek to amend their answercanahterclaims to assert inequitable conduct
based on Baxter’s prosecution of the applicatibas led to the issuar of the ‘034 and 805
Patents. (R. 77-1, Defs.” Proposed Am. Aas& Counterclaims, 21, 24-29.) In short,
Defendants claim that Baxter omitted material information during the course of prosecuting the
two patents—specifically, the exéce of two infusion pumps thamnticipated and/or rendered
obvious Baxter’s patent claimshdt would have caused the PTO twissue the '034 and ‘805
Patents.

Defendants allege that the '034 and '§@&ents are “basexh a Baxter product
alternatively called the ‘Colleaguet ‘Odyssey’ infusion pump.”Id. at 24, { 27.) When Baxter
was developing the Colleague/Odyssey infusionmuits primary competitors in the infusion
pump market included CareFusion’s predsoes IVAC Corporation (‘IVAC") and IMED
Corporation (‘IMED’).” (ld. at 25, 1 28.) At that time, IVE@arketed the Signature Edition
(“SE”) infusion pumps, which we available in single-chanh@model 7100” or “SE 1”) and
dual-channel (“model 7200” or E5I11”) configurations. Id. at 25,  29.) “The only material
difference between the [two SE] pumps wasriimber of pumping channels. The other

relevant aspects of the pumps, including thiéelpa monitoring user interface features, were the



same.” [d.) Also at that time, IMED marketeddlGemini line of infusion pumps, “including
the four-channel Gemini PC-4 infusion pumpld. @t 25, § 30.)

On approximately June 30, 1995—about nine im®before Baxter filed its applications
for what became the '034 and ‘805 Patents—Bali=at an application with the U.S. Food and
Drug Administration (“FDA”) for clearance to magkthe Odyssey Volumetric Infusion Pump.
(Id. at 25, 11 31, 36.) In this plcation, Baxter identified tlee infusion pumps that the FDA
had already approved as being “substantiallyiedent” to the Odgsey pump: (1) IMED’s
Gemini PC-4 Volumetric Infusion Pump/Cooller, cleared on June 9, 1992; (2) Abbott
Laboratories’ LifeCare 175 Breeze Volumetriéusion System, cleared on April 7, 1993; and
(3) IVAC’s Signature Edition | Volumetric Infusion Punmidpdel 7100, cleared on August 19,
1993. (d. at 25, 1 32.) In its FDA submission, Baxitecluded manuals for the three predicate
devices it identified as well as a “feature conmgaan chart” comparing the Odyssey pump to the
three predicate pumpsld(at 26, 1 33.) Based on its companf the predicate devices and
the Odyssey pump, Baxter represented ‘thia indication statement for the Odyssey
Volumetric Infusion Pump is almost identicaltte indication statement for IVAC’s Signature
Edition™ Volumetric Infusion Pump, Model[] 7106"and that “the Colleague pump ‘does not
have any unique technological features asared to currently marketed pumps.id.(at 27,

1 34.) According to Defendants, Baxter®A submission amounts to an admission that “the
Signature Edition and Gemini PCadimps were known prior art.”ld. at 25-26,  32.)

Defendants allege that the PTO would not haseed the '034 an@05 Patents if Baxter

“had disclosed the existence of the Gemini Pi@fdsion pump and the Gemini PC-4 manual” or

the “Signature Edition pumps and the Signatidition | manual,” as it had in its FDA

2 By “indication statement,” Baxter is refang to Indications for Use Statementee Indications for Use
StatementFDA, https://www.fda.gov/Regulatpinformation/Guidances/ucm080275.htm.
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application. $ee idat 27-28, § 39-40.) Specifically, Defamds claim that the SE 1l (model

7200) pump—which Defendants allege is materially the same as the SE | (model 7100) pump—
“anticipates and/or renders obviouseddt asserted claims 1-2, 5, 8-10, 24-26, 28-30, and 35

of the '805 Patent and assertedmigil—3 and 9-12 of the ‘034 Patentld. @t 27-28, § 39.)
Additionally, Defendants claim that the Gemini-B@nfusion pump anticipates and/or renders
obvious at least asserted claims 1, 38,0, 24—-26, 28-29, 31, and 35 of the '805 Patent and
claims 1-3 and 9-12 of the '034 Patend. &t 28, § 40.) Toupport these contentions,

Defendants rely on charts of th@vValidity of asserted claimswhich Defendants attach to their
proposed amended answer and counterclaildsat(27-28, 1 39-40; Exs. A-D.)

Defendants allege that “many of the nammgkntors of the ‘034 and ‘805 Patents were
also actively involved in Bagt’s [FDA] submission for th€olleague/Odyssey pump, including
at least Randolph Meinzer, Grace Esche, Eric Michael, Kimball Knowlton, Cynthia Bennett, Eric
Linner, Kenneth Lynn, Joseph Kruft, Eileen Hingta, Daniel Kusswurm, Jane Zeisloft, Janice
Stewart, Debra Gelhaand Gilbert Rivas.” Ifl. at 27, § 37.) Ms. Esche testified at her
deposition that she was aware that IVAC, IMEBd @bbott marketed pumps that were in direct
competition with the Odyssey/Colleague pump, BindBowman similarly testified that he knew
IVAC was a direct competitor of Baxterld(at 27, § 38.) Both Esche and Bowman did not
provide an explanation of why the documentsteeldo the predicate devices in Baxter's FDA
application were not submitted to the PT@d. &t 28—-29, 1 42.) Defendants claim that “[g]iven
the involvement of the named inventors af 34 and '805 Patesnin Baxter's [FDA]
application for the Odyssey/Colleague inuspump (the commercial embodiment of both
patents) and Baxter’s identifitan of the Signature Edition and Gemini PC-4 infusion pumps as

two of the three most relevantgglicate devices to the FDA, the most reasonable inference is that



Baxter's named inventors deliberately withheld tbrior art from the [PTO] in order to obtain
patent claims that @uld not otherwise have been allowedld. @t 29, 1 43.)
lll.  Procedural History

Pursuant to Local Patent Rule 2.3, Defertd@erved Baxter i their Initial Non-
Infringement, Unenforceability, and Invalidity @ntions in July 2016. (R. 81-3.) In those
contentions, Defendants asserted that the @GidP@-4 pump and the SE Il (model 7200) pump
anticipated or rendered obviommny of the claims in the 034 and '805 Patentd. gt 5, 8-93
Defendants included detailed claim charts exptgnwhere the elements of Baxter’s asserted
patent claims are found in the prior ard.,(D-4, D-6, E-1, E-2.) Defendants also noted that
they “reserve[d] the right to amend or suppletrjdreir] contentions if discovery or further
investigation reveals evidence of inequitabledrart or other bases of unenforceability, such as
the failure to disclose knowledge of a cotmoe’'s on-sale, directly competing products during
prosecution of the 034 paterahd the] ‘805 patent.”1d. at 23.)

At a December 13, 2016 status conference, Defendants noted that the deposition
testimony of Bowman might reveal additiomaflormation related to its invalidity and
unenforceability contentions, btite parties could not schedule his deposition before
Defendants’ final contention deaddin (R. 81-4 at 9—10.) The Court instructed the parties “come
back in shortly after the depasi, and you can let me know asttpoint orally if there is
something that was brought up that [would warrant amendmend].at(10.) On December 20,
2016, Defendants took Esche’s deposition. (R. 77¥8vp days later, Defendants served their
Final Unenforceability and Invalidity Contentions, in which, among other things, Defendants

asserted in a section regarding unenforceabilay Baxter was aware of the Gemini PC-4 and

3 The claims Defendants contended were obvious or lacking novelty are the same as those Defendartteecontend
PTO would not have allowed if Baxter had disclosed the Gemini PC-4 and SE p@8egR. §1-3 at 5, 8-9; R. 77-
1 at 27-28, 11 39-40.)



the SE | pump but “failed tprovide prior art documents its possession for such infusion
pumps to the [PTO] during the prosecution of tegeated patents.” (R. 77-4 at 28.) On January
18, 2017, Defendants took Bowman’s deposition iictvine testified that he was aware of
IVAC as a competing pump manufacturer amdimbt know why the Gemini PC-4 or the SE
pumps were excluded from the patent appbees. (R. 77-5 at 70, 81-82, 84.) On January 23,
2017, Defendants filed the motion now before the Court.
LEGAL STANDARD

Even in patent cases, regional circuit law gosgrocedural issuesahare not specific
to patent law, including th&tandards of Rule 15(a)(2%ee Exergen Corp. v. Wal-Mart Stares
575 F.3d 1312, 1318 (Fed. Cir. 2009)aters Indus., Inc. v. JJI Int’l, IndNo. 11 C 3791, 2012
WL 5966534, at *1 (N.D. Ill. Nov. 28, 2012¢ee also SunPower Corp v. PaneClaw,,INo.
12-1633-MPT, 2016 WL 5107029, at *4, n.65 (D. Del. S&pt 2016). Under Rule 15(a)(2), “a
party may amend its pleading only with the oppg$arty’s written casent or the court’s
leave.” Here, Baxter does not consent. (R. 3bile the Rule furtheprovides that “[t]he
court should freely give leave wherstice so requires,” Fed. RACIP. 15(a)(2), “district courts
have broad discretion to dergalve to amend where there is unde&ay, bad faith, dilatory
motive, repeated failure to cure deficiencigsjue prejudice to the fimdants, or where the
amendment would be futile.Arreola v. Godinez546 F.3d 788, 796 (7th Cir. 2008ge also
Heng v. Heavner, Beyers & Mihlar, LL.849 F.3d 348, 354 (7th Cir. 2017). “A motion to
amend should state with particularity thegnds for the motion and should be accompanied by
the proposed amendmeniGonzalez-Koeneke v. Weg91 F.3d 801, 806 (7th Cir. 2015)
(quotingOtto v. Variable Annuity Life Ins. G814 F.2d 1127, 1139 (7th Cir. 1986)). An

amendment is futile if the amended claimsild not survive a motion to dismiss under Rule



12(b)(6). See Runnion ex rel. Runnion v. Girl Scouts of Greater Chi. & Nw.7186.F.3d 510,
524 (7th Cir. 2015)Naperville Smart Meter Awareness v. City of Napervillet F. Supp. 3d
606, 611 (N.D. lll. 2015)Waters 2012 WL 5966534, at *1. When considering a Rule 12(b)(6)
motion, the Court assumes the truth @& dounterclaim’s factual allegationSee Roberts v. City
of Chicagg 817 F.3d 561, 564 (7th Cir. 2018S Smith2016 WL 69632, at *1.
ANALYSIS

Baxter argues that the Court should denfebéants’ motion because their amendment is
futile and because they faileddot diligently in bringing the curn¢ motion. (R. 94 ati.) The
Court addresses these contentions in turn.
l. Futility

A. Inequitable Conduct Pleading Standard

“Each individual associated with the filirrgnd prosecution of a pateapplication has a
duty of candor and good faith in dealing witle fiPatent and Trademark Office (‘PTQO")], which
includes a duty to disclose to the [PTO] all infation known to that indidiual to be material to
patentability . . ..” 37 C.F.R. 8§ 1.56(age also Honeywell Int’l In&. Universal Avionics Sys.
Corp., 488 F.3d 982, 999 (Fed. Cir. 200DS Smith Plastics Ltd. ¥lascon Packaging, Inc.
2016 WL 69632, at *3 (N.D. Ill. Jan. 6, 2016). tkeach of this duty—including affirmative
misrepresentations of material facts, failure to disclose material information, or submission of
false material information—coupled with an intémtdeceive, constitutes inequitable conduct.”
Honeywel] 488 F.3d at 99%ee also TransWeb, LLC v. 3M Innovative Properties €& F.3d
1295, 1303-04 (Fed. Cir. 2016) (“A judgmeniradquitable conduct requires clear and
convincing evidence of materiality, knowledgenoéteriality, and a diberate decision to

deceive.”);Weber-Stephen Prods. LLC v. Sears Holding Cddp. 1:13-cv-01686, 2014 WL



656753, at *2 (N.D. lll. Feb. 20, 2014). Inequitalbnduct is “the ‘atmic bomb’ of patent
law,” because unlike claim-specific validiiefenses, it “renders the entire patent
unenforceable."Therasense, Inc. v. Becton, Dickinson &,@&49 F.3d 1276, 1288 (Fed. Cir.
2011) (en banc) (quotirgventis Pharm. S.A. v. Amphastar Pharm.,,I525 F.3d 1334, 1349
(Fed. Cir. 2008) (Raat, J., dissenting)).

There are two elements in an equitable condaatn: “(1) an indivdual associated with
the filing and prosecution of a pateapplication . . . failed to dikxse material information” to
the PTO, and (2) “the individual did so wiihspecific intent to deceive the PT(Ekergen
Corp. v. Wal-Mart Stores, Inc575 F.3d 1312, 1327 n.3 (Fed. Cir. 200, Smith2016 WL
69632, at *3. While inequitable oduct is a “broader concept than fraud,” a party must plead
inequitable conduct with particularity pursuéamt~ederal Rule of Civil Procedure 9(b).
Exergen 575 F.3d at 1326-2DS Smith2016 WL 69632, at *3. “Whether inequitable conduct
has been pleaded with particularity under RA(l®) is a question goweed by Federal Circuit
law.” Exergen575 F.3d at 1318Veber-Stepher2014 WL 656753, at *2. Under Federal
Circuit law, a party pleading @guitable conduct must set fottie “who, what, when, where,
and how of the material misrepresentatiwromission committed before the PTCEXergen
575 F.3d at 1327 (quotir@iLeo v. Ernst & Young901 F.2d 624, 627 (7th Cir. 1990DS

Smith 2016 WL 69632, at *3. Rule 9(b) permits a pdd allege a statesf mind “generally.*

4 Even where Rule 9's heightened pleading standardstapply, Defendants must still plead in accordance with
Rule 8. See Ashcroft v. Igbab56 U.S. 662, 686—87 (2009). Under Rule 8, a pleading must include “a short and
plain statement of the claim showing that the pleader ieghto relief.” Fed. R. CivP. 8(a)(2). The short and

plain statement under Rule 8(a)(2) must “give the defendamidtae of what the . . . claim is and the grounds
upon which it rests.™Bell Atl. Corp. v. Twomb|y550 U.S. 544, 555 (2007) (quoti@gnley v. Gibson355 U.S. 41,

47 (1957)). A plaintiff's “[flactual allegations must be enough to raise a right to relief abovethtatpe level.”

Id. Put differently, a pleading “must contain sufficient fattatter, accepted as true, to ‘state a claim to relief that
is plausible on its face.”Igbal, 556 U.S. at 678 (quotinpwombly 550 U.S. at 570). In determining a pleading
under the plausibility standard, coumsist “accept all well-pleaded facts as tamnel draw reasonablinferences in

[a plaintiff's] favor.” Roberts v. City of Chicag817 F.3d 561, 564 (7th Cir. 2016).



Nevertheless, a pleading of inequitable condonust include sufficient allegations of
underlying facts from which a court may reasonaiigr that a specificndividual (1) knew of
the withheld material informatn or of the falsity of the matal misrepresentation, and (2)
withheld or misrepresented this informatwwith a specific intent to deceive the PT(EXergen
575 F.3d at 1328—-2%ge also Delano Farms Co. v. Cal. Table Grape Comé55 F.3d 1337,
1350 (Fed. Cir. 2011PS Smith2016 WL 69632, *6. “A reasonahbieference is one that is
plausible and that flows logically from the fa@lleged, including angbjective indications of
candor and good faith.Id. at 1329 n.5Waters 2012 WL 5966534, at *2.

B. Materiality

In a case like the one before the coudgghg inequitable condu®ased on an alleged
failure to disclose a prior art referend@derasensenakes clear that the materiality the proponent
of an inequitable conduct claim must provéast-for material[ity]'—meaning, the party must
show that the “PTO would not have allowedl@m had it been aware of the undisclosed prior
art.” Therasense649 F.3d at 129Kkee also TransWeB12 F.3d at 1304Neber-Stepher2014
WL 656753, at *2. As previously noted, a partgading inequitable conduct must set forth the
“who, what, when, where, and how of the matlemisrepresentation or omission committed
before the PTO.”"Exergen 575 F.3d at 1327 (quotirigiLeo, 901 F.2d at 627)).

1. The “who” of the material omissions

To plead the “who” aspect of materigliDefendants must identify “the specific

individual associated with tiHfding or prosecution of the [pant] application . . ., who both

knew of the material information and delibtaly withheld or misrepresented itExergen 575

5In 2011, the Federal Circuit, sitting en banc, tightened the proof requirements of inequitable condaspeith
to the elements of neriality and intent.See Therasense, Inc. v. Becton, Dickinson & €649 F.3d 1276, 1285,
1290-95 (Fed. Cir. 2011) (en bandjaters 2012 WL 5966534, at *4. It did not, however, “overrigiergers
pleading requirements.See Delano Farm$55 F.3d at 1350Vaters 2012 WL 5966534, at *4ccord Weber-
Stephen2014 WL 656753, at *3 n.3.
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F.3d at 1329. Itis not enough to refer generalffBaxter], its agentand/or attorneys.’ld.;
see also DS SmitR016 WL 69632, at *3. Defendants arghat they adequately plead the
“who” of inequitable conduct bYexpressly identif[ying] Baxér's named inventors Randolph
Meinzer, Grace Esche, Eric Michael, Kimb&fiowlton, Cynthia Bennett, Eric Linner, Kenneth
Lynn, Joseph Kruft, Eileen Hirotsuka, Danieldéwurm, Jane Zeisloft, Janice Stewart, Debra
Gelhar, and Gilbert Rivas.” (R. 77 at 11.) Bapdoes not dispute this. The Court therefore
accepts that Defendants have adequatelytpletwho” component of materiality.
2. The “what” and “where” of the material omissions

With respect to the “what” and “where” of the material omissions, Defendants must
identify “which claims, and which limitationa those claims, the ithheld references are
relevant to, and where in those refaesnthe material information is foundExergen 575 F.3d
at 1329;see also Weber-Steph&®14 WL 656753, at *3. Dafidants contend that their
counterclaim meets these requirensest it (1) identifies the pateclaims that the prior art
anticipates and/or render obuss, and (2) includes detailed claim charts “comparing the
limitations of those claims to the withheld prart.” (R. 77 at 12.) Baxter argues that
Defendants have failed to pleae thwhat” and “where” of the &gedly material omissions for
two reasons. (R. 94 at 6-10.) ¥B&x's arguments fall short.

First, Baxter contends that “not having submitted the same materials [it gave to the
FDA] . .. does not support any claim of qugtable conduct becauseetl is no relationship
between ‘predicate device’ similarity and the mlalement invalidity analysis required to show
but-for materiality.” (R. 94 at 10.) Baxterdsrrect to the exteriat it argues that the
substantial similarity of medical devices foethurposes of FDA approvilirrelevant to the

guestion of patent infringemeng&ee Johns Hopkins Univ. v. Datascope Cdp3 F.3d 1342,
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1349 n.3 (Fed. Cir. 2008) (explaining that FDA eglanae is not relevant to whether patent
infringement occurredlee also Zenith Labs., Ine. Bristol-Myers Squibb Co19 F.3d 1418,
1423 (Fed. Cir. 1994) (“As we have repeatedly siiis error for a gurt to compare in its
infringement analysis the accused produgtracess with the patentee’s commercial
embodiment or other version of the product arcess; the only proper comparison is with the
claims of the patent.”). FDA proceedings, hoeg\are not necessarilyterly irrelevant in
patent cases. Indeed, ondloé cases Baxter cite&bbott Point of Care, Inc. v. Epocal, Inc.
CV-08-S-543-NE, 2012 U.S. Dist. LEXIS 54435*at+15 (D. Ala. Apr. 18, 2012), notes that
evidence of substantial similarity for FDA purpssmay be relevant for purposes other than
proving infringement. While thEpocalcourt excluded such evidenbecause of the risk of
prejudice and jury confusion, thiourt need not make evidentiarings at this juncture. 2012
U.S. Dist. LEXIS 54435, at *1%.

Defendants respond, howevertBaxter’s “inconsistergubmissions to the FDA and
[PTO] are evidence of its knowledge and deceptitent,” rather than evidence supporting the
“what” or “where” of materiality. The Court ages. Thus, Baxterargument regarding FDA
equivalence is inapposite to the matter now uedesideration. Furthmore, Defendants are
correct that an individual’submission to the FDA may be relevant to show knowledge and

deceptive intentSee Bruno Indep. Living Aids, Inc.Acorn Mobility Servs., Ltd394 F.3d

6 The other cases Baxter cites are not on point. Two deal with similarity or equivalence for [ppgepureing
irrelevant to the question of patent infringeme&ee Ethicon Endo-Surgery, Inc. v. Hologic, 889 F. Supp. 2d
929, 936 (S.D. Ohio 2010Retractable Techs., Inc. v. Becton, Dickinson &, Glm. 2:7-cv-250, 2009 WL

8725107, at *5 (E.D. Tex. Oct. 8, 2009). The other case Baxter cites concerns trade secret miggmpprSpe
Cardiovention, Inc. v. Medtronic, In&483 F. Supp. 2d 830, 840 (D. Minn. 2007). In that case, the court drew on
other courts having refused to allow FDA substantial equivalence evidence asissiadaf infringementSee id.
Additionally, the court cited concerns relatedutdair prejudice, delay, and time wastgee id. The court further
noted that FDA substantial equivalence “means that the proposed device has the same intendedprediaatth
device and that it either has the same technological characteristics as the predicate device or is as safe and effective
as the predicate deviceltl. The Court concluded that these issues were not relevant to the issue of whether two
devices were similar for purposes o tihade secret misappropriation claitd. at 840-41.
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1348, 1354 (Fed. Cir. 2005) (“The fact that anaidii of Bruno, who was involved in both the
FDA and PTO submissions, chose to disclosékeolator to the FDA, but not to the PTO,
certainly supports a finding of deceptive intemtvithhold the disclosure from the PTO.8ge
also Merck & Co. v. Danbury Pharmacal, In873 F.2d 1418, 1422 (Fed. Cir. 198Dyra
Operating Corp. v. Magna Inf'No. 10-11566, 2011 WL 869372, at *12 (E.D. Mich. Mar. 10,
2011). Accordingly, Baxter’s first argument fails.

Second, Baxter argues Defendants’ claimtshdo not show the “hat” or “where” of
materiality because they “are largely baseather information about [the IMED and IVAC]
pumps—patents, technical documents, and difteme@nuals—and not the manuals that Baxter
had in its possession, gave to the FDA but purportedly ‘withheld’ from the PTO.” (R. 94 at 7-8.)
Baxter's argument is unavaily. Its argument is directedwtard whether Defendants have
adequately pled that the indilials Defendants have identified knef the materially withheld
information—a question that the Court takes uerlan this opinion—rathethan the question at
hand.

The claim charts are specific about whichirls and limitations the prior art references
cover as well as where in thegrart there is material inforation going to the obviousness or
the lack of novelty of the relevant claimSee Power Integrations, Inc. v. Fairchild
Semiconductor Int'l, IncNo. CIV. 08-309-JJF-LPS, 2009 WL 4928024, at *8 (D. Del. Dec. 18,
2009) (“The claim charts Power appended toGbeanterclaims clearly &htify ‘where’ in the
alleged prior art the material references can be found, and further identify the limitations in the
'972 patent to which they correspondrgport and recommendation adoptétb. CIV. 08-309-
JIF-LPS, 2010 WL 2990039 (D. Del. July 22, 20K®nami Dig. Entm’t Co. v. Harmonix

Music Sys.No. 6:08cv286-JDL, 2009 WL 5061812 *at(E.D. Tex. Dec. 14, 2009) (“The
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Court is similarly persuaded that Viacom haet the ‘what’ and ‘where’ requirements with
pleadings that identify chartd potentially invalidating Konamprior art games—on a claim-by-
claim and limitation-by-limitation basis.”). Acotingly, Defendants have satisfied the “what”
and “where” elements of materiality.
3. The “why” and “how” of the material omissions

To plead the “why” and “how” aspects miateriality, Defendants must plead facts
indicating why “the withheld infonation is material and not owlative” and how “an examiner
would have used this information in assiag the patentability of the claimsExergen 575
F.3d at 1329-30/Veber-Stepher2014 WL 656753, at *3. Additionally, givérherasense
but-for materiality standard, “the court must determine whether there are sufficient allegations
from which a court may reasonably infer thaEe'tPTO would not have allowed the claim if it
had been aware of the undisclosed prior aigidan Valve Co. v. Zurn Indus., Inblo. 10-cv-
204, 2012 WL 1108129, at *5 (N.D. lll. Apr. 1, 2012) (quotifiterasense649 F.3d at 1291—
94); accord DS Smith2016 WL 69632, at *4.

Baxter argues that Defdants fail to plead the “hdvand “why” components of
materiality because they “fail[] to pleadetmon-cumulativeness of the allegedly withheld

information, and provide[] no explanation of hove thllegedly withheld information would have

7 Baxter also argues that Defendants’ counterclaim fails because they do not “show details exipéaaliaged
similarity” between the SE | (the pump Baxter submitted to the FDA) and the SE |l (tipeOQmfendants discuss in
their claim charts). (R. 9t 8-9.) This presents a question of knowledge—whether Baxter knew about that releva
aspects of the SE Il pump—rather thhe question at hand. Moreover, Defentdgiiead that the SE | and SE Il are
materially the same except for the nianbf pumping channels. (R. 77-1 at 25, 1 29.) Defendants neptbret

that this is true at this stage of the litigation.

Baxter also presents an argument in a footnateamitted portions of a “feature comparison chart” it
submitted to the FDA, which Defendants depict in paits counterclaim, “appeao refute [Defendants’
materiality] arguments.” (R. 94 at 9 n.2.) This insufficiently developed argument is w&eeddarmon v.
Gordon 712 F.3d 1044, 1053 (7th Cir. 201Byng v. Teachers’ Ret. Sys. of, 1885 F.3d 344, 349 (7th Cir. 2009);
Keith v. Ferring Pharma., IncNo. 15 FC 10381, 2016 WL 5391224, at *13 (N.D. Ill. Sept. 27, 2016). Moreover,
this argument fails because it does not explain how the feature comparison chart—which does not address patent
claims and makes comparisons of pumps at a high leygrarality—rebuts Defendants’ detailed claim charts.
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been used.” Defendants’ coantlaim, however, includes detallelaim charts explaining how
the Gemini PC-4 pump and the SE Il pump apéte and/or render obvious each element of a
number of claims in the '805 and '034 Patemslditionally, Defendants allege that Baxter did
not submit any information regarding the Gemini PC-4 or SE Il pumps to the PTO and that the
failure to do so resulted inghallowance of claims that the ®would have otherwise denied.

In similar circumstances, courtacluding some within this distt, have found that parties have
adequately pled the “how” and tw” aspects of materiality. I@umberland Pharmaceuticals v.
Mylan Institutional LLC for example, the court rejectecetbounter-defendant’s argument that
the counter-plaintiff “failed to explain how orhy the withheld information would have affected
the PTO'’s allowance of the '356 patent, and wheylithheld information is not cumulative.”
No. 12 C 3846, 2012 WL 6567922, at *6 (N.D. Dlec. 14, 2012) (Pallmeyer, J.) (citation
omitted). The court explained that “[b]y assegtthat the withheld infamation would anticipate
and/or render obvious each and every claim @f 366 patent, [the couert-plaintiff] is clearly
alleging that the patent application would hatre been granted had that information been
disclosed.”Id. Furthermore, based on theskegations, “the court [cod] reasonably infer that
the undisclosed information was not cumulatof the information before the PTOLd.; see

also, e.g.Ameranth, Inc. v. GrubHub, IndNo. 12-CV-739 JLS (NLS), 2012 WL 12847584, at
*4 (S.D. Cal. Oct. 4, 2012) (“[T]o the extentathGrubHub has alleged that Ameranth failed to
disclose an anticipatory reference to theepaexaminer and charted how the reference
anticipates the asserted claims of the ‘880 ‘825 patents, GrubHub has adequately alleged
why the withheld reference is material and cuntnulative. To requir&rubHub to further state
that the anticipatory reference is material anttcumulative because it anticipates the asserted

claims of the patents, thereby restating tHendn of an anticipatoy reference, would be
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redundant.”)Eon Corp. IP Holdings, LLC v. T-Mobile USA, InNo. 6:10-CV-379-LED-JDL,
2011 WL 13134896, at *4 (E.D. Tex. Dec. 13, 201éport and recommendation adopiédb.
6:10-CV-379-LED-JDL, 2012 W112893881 (E.D. Tex. Jan. 18, 201Ryllin Patent Licensing
v. Capital One Auto Fin., IncNo. 1:10-CV-07420, 2011 WL 5118891,*8t(N.D. Ill. Oct. 25,
2011) (Hibbler, J.)Bone Care Int'l, LLC v. Pentech Pharm., Indo. 08-CV-1083, 2010 WL
1655455, at *5—-7 (N.D. Ill. Apr. 23, 2010) (Dow) femphasizing that Rule 9(b) “does not
require adherence to blind formalism” arahcluding that the defelants sufficiently had
alleged non-cumulativeness by identifying withhedterences that athedly anticipated or
rendered obvious patent claims, thereby implialleging that those ferences were “not
merely repetitive of other priart references”). The sound reasmnof these cases applies here.
Accordingly, Baxter's argument fails.

C. Intent

Therasensenade clear that courts “may not infer intent solely from materiality.” 649
F.3d at 1290. In other words, “[ijntent and nmetity are separate requirements,” and “[a]
district court should not use'sliding scale,” whera weak showing of intent may be found
sufficient based on a strong showifgmateriality, and vice versald. As previously noted, a
pleading of inequitable conduct “must includéfisient allegations of underlying facts from
which a court may reasonably infer that a speaiidividual (1) knew othe withheld material
information or of the falsity of the material misrepresentatmal, (2) withheld or
misrepresented this information wittspecific intent to deceive the PTOExergen 575 F.3d at
1328-29;see also Delano Farm655 F.3d at 1350. The inference “need not be probable, only

plausible.” Indep Trust Corp. v. Stewart Info. Servs. Co665 F.3d 930, 935 (7th Cir. 2012).
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Baxter primarily argues that Bendants have failed to afe facts from which the Court
can draw any reasonable inference of a speciiégmntrio deceive the PTO. (R. 94 at 11-14.)
Baxter, however, also somewhatigbkly argues that Defendartitave failed to allege that a
specific individual knew of withheld materiafermation because Defendants’ claim invalidity
charts “are largely based on other informatwout [the IMED and IVAC] pumps—patents,
technical documents, and different manualsid-aot the manuals that Baxter had in its
possession, gave to the FDA Iputrportedly ‘withheld’ from the PTO.” (R. 94 at 7-8.) As
Defendants point out, the courtkim “expressly identif[ies] # undisclosed Signature Edition
and Gemini PC-4nfusion pumpsnot just a particular versiaf their user manuals, as the
material prior art that Baxtertentionally failed to disclose.(R. 101, Defs.” Reply, 4 (emphasis
added) (quoting R. 77-1 at 27-28, 11 39-40; 25, § 3Rlyeover, it is reasonable to infer from
Defendants’ allegations that the Baxter employees who submitted the FDA application were
intimately familiar with the two competitor pumpsisgsue as well as their features and how they
functioned. Accordingly, drawp all reasonable inferencesefendants’ favor, the Court can
plausibly make an inference that the Baxteplayees identified in the counterclaim had more
than general familiarity witthe two pumps and knew of thetkheld material informationCf.
Exergen Corp.575 F.3d at 1330 (explaining that a pleading failed to sufficiently allege the
requisite knowledge based on mere gdrerareness that a reference existedg also DS
Smith 2016 WL 69632, at *6 (distinguishiriexergen; Cumberland Pharm2012 WL
6567922, at *11.

The Court turns to the lagtiestion—do Defendants adequatelyad a specific intent to
deceive the PTO? Baxter argues that theyot, contending that the FDA disclosure upon

which Defendants rely is irratant and that Defendants aréiag the Court to infer intent
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“solely from some level of knowledge opaior art reference.” (R. 94 at 13 (quotifgelo, Inc.

v. SonicWall, Ing.No. 06-cv-0045-PAB-KLM, 2013 WI5443858, at *5 (D. Colo. Sept. 30,
2013) (citingExergen 575 F.3d at 1331)).) Defendants first point to Federal Circuit precedent—
which Baxter does not cite—thebntradicts Baxter’'s argumentathdisclosing prior art to the
FDA is irrelevant to the questionfoee the Court. As noted abowgrunostates that “[t]he fact
that an official of Bruno, who was involved in both the FDA and PTO submissions, chose to
disclose the Wecolator to the FDA, but not to the Pdedtainly supports a finding of deceptive
intentto withhold the disclosure from the PTC894 F.3d at 1334 (emphasis added). While
Bruno predategExergerandTherasensgts conclusion that inading prior art in an FDA
submission but withholding it from the PTO camstitute circumstantial evidence supporting a
finding of deceptive intent remains authotitat Consequently, Baxter’'s argument that
Defendants are asking the Court to infer intentlgdtem materiality falls flat. Moreover, the
current case is dimguishable fronExergen where the proponent die inequitable conduct
claim relied on the fact that “an applicatisclosed a reference during prosecution of one
application, but did not disclosieduring prosecution of a relatapplication.” 575 F.3d at 1331.
In Exergen; the pleading “d[id] not contain specifiactual allegationto show that the

individual who had previously cited the [priart] knew of the specific information that is
alleged to be material to the [patent atd¢bater of the inequitable conduct claim] and then
decided to deliberately withholdfitom the relevant examiner.Id. As previously discussed,
Defendants properly allege knowledge of specifitemal information. Gien these distinctions
from Exergenand the forgiving pleading standards undeleRu(recall, Rule 9 does not apply to

pleading state of mind), the Court can properly make the redsdantdrences necessary to
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support Defendants’ claimSee DS Smifl2016 WL 69632, at *7 (distinguishirigxergeny;
Cumberland Pharm2012 WL 6567922, at *11.
Il. Diligence

Baxter argues that Defendants faile@oo diligently in bringing the current motion,
pointing out that Defendantddd their motion five monthafter an August 2016 deadline for
amendment and six months after receiving thé Bocuments relevant to their motion. (R. 94
at 14-15.) Defendants, however, provide a satiefy explanation for any delay. Defendants
filed their motion just days after Bowmardsposition and about one month after Esche’s.
While Baxter argues that this does not justify any delay because their depositions did not
“provide[] any material support fdhe proposed amendment,” evethat were the case, it was
prudent for Defendants to depdkese inventors before moving to amend their counterclaims.

Additionally, Baxter does not explain hatsuffers prejudice based on any del&8ee
Life Plans, Inc. v. Sec. Life of Denver Ins., @00 F.3d 343, 358 (7th Cir. 2015) (explaining that
delay must usually be coupled with prejudicghe nonmoving party to justify denying leave to
amend)ssee also Nolan v. City of Chicagdo. 15-CV-11645, 2017 WL 569154,*3t (N.D. Ill.
Feb. 13, 2017). At a December 2016 status hearing, Defendants put both Baxter and the Court
on notice that they may seek amendment after Bowman’s deposition. Additionally, much of
Defendants’ inequitable conduct claim is inténted with their invalidity contentions, which
Defendants disclosed to Baxfior to filing the current matin. Finally, when Defendants
served their Initial Non-Infringement, Uneméeability, and Invalidity Contentions in the
summer of 2016, they “reserve[d] the righatmend or supplement [their] contentions if
discovery or further investigjan reveals evidence of ineitgble conduct or other bases of

unenforceability, such as the failure to disclksewledge of a competitor's on-sale, directly
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competing products during prosecution of the ‘034 mthend the] ‘805 patent.” (R. 81-3 at 23.)
Thus, Baxter could have anticipated the curreation, which relies in large part on information
Baxter already possessed. Accordingly, Defersldiat not fail to act diligently as Baxter
contends.

CONCLUSION

For the foregoing reasons, theutt grants Defendants’ motion.

DATED: March 20, 2017 ENTERED

&

AMY J. ST. ?EIU
UnitedStatedDist¥ct Court Judge
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