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INTHE UNITED STATESDISTRICT COURT
FOR THE EASTERN DISTRICT OF TEXAS
MARSHALL DIVISION

ERFINDERGEMEINSCHAFT UROPEP
GbR

Plaintiff,

ELI LILLY AND COMPANY, and

8
8
8
8
8
V. 8 Case No. 2:1%V-1202\WCB
8
8
BROOKSHIREBROTHERS, INC, 8

8

8

Defendants.

MEMORANDUM OPINION AND ORDER

Before the Couris Defendant Eli Lilly and Company’s Motion #mendlts Affirmative

Defenses to Add the Defense of Unclean Hafil#otion to Amend”), Dkt. No. 153. The

motion was briefed by the partiesgeDkt. Nos. 153,158, 164,and 167,and argued during a
telephonic hearing conducted on January 18, 2017. The motion is DENIED.
BACKGROUND

This action was filed on July 1, 2015. The deadline for the parties to amend their
pleadings was Apri¥, 2016. Fact discovery closed on October 28, 2016, and expert discovery
closedon December 23, 2016.

On December 5, 2016, the defendant Eli Lilly and Comgdrily”) filed its Motion to
Amend in which it sought to raise an affirmative defense of unclean hdritlg's allegation of
unclean handis based on the actions of Dr. Stetdokert Dr. Uckertis one of the inventors of
the patent in suit in this case, U.S. Patent No. 8,791,124 (“the '124 patent”). Hdswas a
member ofthe plaintiff, Erfindergemeinschaft UroP&pbR (“UroPep”), a German business
organization formed by the five inventors of the '124 patedtoPep has asserted its patent

against Cialis, Lilly's commercigroduct that contains as its active ingredient the drug tadalafil.
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Lilly's unclean hands theory is, in short, thait the same timér. Uckert and his
colleagues were prosecuting a patdatmingthe use of certain compounds, including tadalafil,
to treat benign prostatic hyperplasia (“BPH”), Dickert collaborated with Lilly scientists in
authoring a publicatiomealing with the use of tadalafil to treat BPH. In the course of that
collaboration Lilly alleges Dr. Uckert obtained confidential information frokily that enabled
UroPep to fashion its patent application in a way that would result in the patent reading
use of Lilly’s tada#fil product, Cialis, for the treatment of BPH. Ahe while, according to
Lilly, Dr. Uckert concealed the fact that he and his colleagues were prosecutagplication
that ultimately issued as the '124 patent.

UroPep responds that Lilly’s allegations are factually unsupported tifar fshort of the
level of improper conduct necessary to give rise to a defense of unclean Haedsuse the
dispute is highly factual, the Court will set out below a detailed account oihtherlying facts
as the parties have presented them.

1. In November 2011, DrLars Viktrup, a Lilly scientist,invited Dr. Uckert to
participate as one of a number ofaathors on aeview articleon the mechanism by which
tadalafil treatsBPH. Dr. Viktrup explained that DrUckert was being invited to participate
based on his “interests in the field of lower urinary tract and how PDES5 inhibitorgmpagt”
lower urinary tract symptomsDr. Uckertagreed tgarticipate. As part of the undertakingr.
Uckert was required to sign a confidentiality agreement with Lilly, and he adagsed that
“Lilly complies with the authorship standards of the International Committeeediddl Journal

Editors Uniform Requirements for Manuscripts Submitted to Medidalirnals (“Uniform

Requirements’) Dr. Uckert was further advised that “Lilly will provide you access to the

research data under its control that are necessary for you to performegpongibilities as an



author of the disclosure.” Dkt. No. 1533 at 2-3. The _Uniform Requirementgrovidesthat

“[a]ll participants in the peereview and publication process must disclose all relationships that
could be viewed as potential conflicts of interest,” and adds that when submittiaguscript,
authors “are responsible for disclosing all financial and personal redhtgs that might bias
their work. To prevent ambiguity, authors must state explicitly whether paiteatiflicts do or

do not exist.” Dkt. No. 153-5, at 2.

The paper had six eauthors, two of whom (including Dr. Viktrup) ese Lilly

employees Dr. Uckert was assigneoneportion of the paper to write and another portion to co
author. The portion for which he was assigned sole responsibility was the sedr@ssing
“phosphodiesterase type 5 localization in the human outflow region (bladder, prosttien).”
The portion for which he was assignedawdhoring responsibility was the section addressing
“smooth muscle relaxation.” Dkt. No. 1/3 at 5, 6see alsdkt. No. 1533, at 1011. Each of
those two sections of the paper was approximatetypagen length. Dkt. No. 153-6, at 5-7.

The paper was ultimately submitted to, and accepted for publication by, the journal

European Urology On its website, the journal provided directions “for authors,” which included

a section entitled “Conflictsfdnterest and Financial Disclosures.” Dkt. No. 43t 4. That
section statedn pertinent part, as follows:

A conflict of interest may exist when an author (or the
author’s institution or employer)has financial or personal
relationships or affiliabns that could influence (or bias) the
author’s decisions, work, or manuscript.

Authors are expected to provide detailed information about
all relevant financial interests and relationships or financial
conflicts (e.g., employment/affiliation, grants ofunding,
consultancies, honoraria, stock ownership or options, expert
testimony, royalties, or patents filed, received, or pending),
particularly those present at the time the research was conducted
and through publication, as well as other financial ety (such



as patent applications in preparation), that represent potential
future financial gain.

For example, authors of a manuscript about prostate cancer
should report all financial relationships they haweath all
manufacturers of products used in the management of prostate
cancer, not only those relationships with companies whose specific
products are mentioned in the manuscript.

All disclosures of any potential conflicts of interest,
including specific financial interests and relatiopshi and
affiliations (other than those affiliations listed in the title page of
the manuscript) relevant to the subject of their manuscript will be
disclosed by the corresponding author on behalf of eacuitwr,
if any, as part of the submission process. Likewise, authors
without conflicts of interest, will be requested to state so as part of
the submission process.

If authors are uncertain about what constitutes a relevant
financial interest or relatieship, they should contact the editorial
office.

If an author’s disclosure of potential conflicts of interest is
determined to be inaccurate or incomplete after publication, a
correction will be published to rectify the original published
disclosure statement.

Although the European Urologyconflict-of-interest policy requiredDr. Uckert to

discloseany “patentdiled, received, or pendingDr. Uckert did not disclose the application for
the '124 patent, which was pending before thé&. Ratent and Trademark Officketween
December 29, 2011, and July 29, 2014.

The paper that emerged from the collaborative effort was a review agtitiéed The

Mechanism of Action of Phosphodiesterase Type 5 Inhibitors in the Treatment af Udwary

Tract Symptoms Related to Benign Prostatic Hyperp)&Siiuliano Article’), Dkt. No. 1536.

It was published in_European Urology September 2012. Th8iuliano Article assessd and

summaried the publishediteraturedealing with the proposed mechanisms of action of PDE5S



inhibitors in the treatment of BPH and lower urinary tract symptoms. It concluded that PDE5
isoenzymes are highly expressed in human lower urinary tract tissues, aR®Etatnhibition
“results in smooth muscle relaxation and increased pelvic blood perfusioasi tissues and
likely modulates afferent nerve agty.” Dkt. No. 153-6, at 10.
The financialdisclosure notice at the end of the text of the paper read as follkiis
No. 153-6, at 10:
Financial disclosures: Frargois Giuliano certifies that all

corflicts of interest, including specific financial interests and

relationships and affiliations relevant to the subject matter or

materials discussed in the manuscript, (@gployment/affiliation

grants or funding, consultancies, honoraria, stock ownership o

options, expert testimony, royalties, or patents filed, received or

pending), are the followindgzrargois Giuliano is a consultant and

lecturer for Eli Lilly and Company and a&onsultant and

investigator for Baye6chering Jay Kissel and Lars Viktruprea

employees and stockholders of Eli Lilly and Company. The other

authors [Dr.Uckert, Mario Maggi, and Lori Birder] have nothing
to disclose.

2. Dr. Uckert's involvement with patents relating to the role of PDES5 inhibitors in
treating the signs areymptoms of BPH is as follows:

In 2003, Dr. Uckert and four other inventors applied for a patent on the use of
phosphodiesterase inhibitors in the treatment of prostatic diseases. plctiam ultimately
issued adJ.S. Patent No. 8,106,061 (“the '061 patent”’). Claims 1 and 2 of the '061 patent
claimed methods of treating a prostatic disease, including BPH, by adminisergaiective
inhibitor of [PDE4 or PDE5] to a person having such a disease, where the selechiterimias

one of six identified compounds. Claims 3 through Shefgatent claimed a method of relaxing



prostatic muscles by administerioge of the same six compounds to a person with BPH
lower urinary tract symptomatolodyThe '061patent $sued on January 31, 2012.

Beginning in the summer of 201Dy. Uckert contacted Lillyand sought to have Lilly
license the061 patent. Dkt. No. 1531. When helearned thathe '061 patent did not cover
tadalafil however, heoncluded that the '061apent was not likely to produce any reveranel
he abandoned that effort.

Meanwhile, on December 29, 2011, the same inventors filed a continuation application
that ultimatelyissued ashe '124 patent.The original claim®f that application, Application No.
13/339,561 (“the '561 applicationtyere directed tthe use of the same 12 compoutidgwere
listed in the specification of the '061 patent, for use in the prophylaxis and treatnpeastaitic
diseasesin particuar BPH The specified compounds did not include tadalafil. Unlike the
claims of the 061 patent, the claims of tl&1 application did not refer to the compounds as
inhibitors of PDE IV or V. In addition, none of the claims of the '561 applicatiorieckei
method ofrelaxing prostatic muscles, as hddims 35 of the '061 patent.

In March 2012, the applicants amended their claims. While several of the claims
continued tdoe limited tothe 12 specified compoundscited in the original claims of the '561
application,the first new independent claim was broadenedited a “medicament useful in the
treatment of prostatic disease comprising an inhibitor agent of PDE IV aBd/P@xcluding a
particular identifed compound. That claim, and its dependent clasmsered tadalafjlas didat
least some of the claims all of the subsequent amendments to the applicatttmendments

(Mar. 19, 2012).

! The specification of the '061 patent identified 12 compounds as inhibitors of PDE |,
IV, or V, but the claims were drawn to only 6 of those 12 compounds.



Further amendmentsveremade in September 2012. The first indegent claim recited
a “method for prophylaxis or treatment pfostatic disease comprising administering to a person
in need thereof an effective amount of a compound selected from the group consisting of a
inhibitor of specific phosphodiesterase (sPDRY, or V.” Another independent claim recited
a “method of relaxing prostatic musclesomprising administeringhe same compound to a
person in need thereof. Amendments (Sept. 10, 2012).

In November 2012, the applicarfted new claims narrowirg thefirst two independent
claims slightlyby omitting reference to the inhibition of PDE The first independent clainow
recited & method for prophylaxis dreatment oprostatic disease comping administering to a
person in need thereof an effective amount of a compound selected from the group consisting of
an inhibitor of phosphodiesterase (PDE) IV or PDE V.” The second independent clamwas
drawn to“[a] method of relaxing prostatic musclesngarising administering to a person in need
thereof an effective amount of a compound selected from the group consistingnbibéon of
PDE IV or PDE V" A third independent claimecited a‘method of inhibiting a subesterase of
PDE, wherein the subesterase is PDE IV or PDE V, comprising administeringatteat an
effective amount of a compound selected from the group consisting of’ certaitifiede
compounds and types of compoundgnendmentgNov. 20, 2012).

Subsequently, thexaminerimposed a pgecies election requirement thegquired the
applicants to elect either PDE IV inhibitors or PDE V inhibitors, and to elecgke Species or a
grouping of patentably indistinct species of either PDE IV inhibitors or PIrihigitors. Office

Action Summary (Feb. 21, 2013). The applicants elected the PDmEhbitors and elected

zaprinast as the single, disclosed species of PDE V inhibitor. Response to Requii@m

Election of Specie€luly 22, 2013).




The examiner thenejected the pending claims several grounds. First, the examiner
rejected the claimbased on statutory double patenting, finding that they wepatentable over
the '061 patent. Second, the examiner rejected the claims as being indeftatesd they
recited a method of treating “prostatic diseaset did notidentify a particular disease. Third,
the examiner rejected the claims as anticipated becauspdbiicationcharacteried “prostatic
diseases” as including “impotenceffor that reasorg prior art reference directéo the use of a
PDE inhibitor to treat erectile dysfunction was deemedciatiing. Fourth, the examiner
rejected the claims reciting a method of relaxing prostatic muscles or inhibitingd\P&E°DE
V by administering one of an identified set of compds Those claims weréound to be
anticipated by other prior art that taught the administratiomvofof the identified compounds.
Finally, the examiner rejected all of the claims as obvious in light of @lgmeor art references.
The main problendentified by the examiner was that the specification’s definition of “prostatic
diseases” was so broad that it included erectile dysfunction, andcitegioa of inhibitors of
PDE IV and PDE V was broad enough to include inhibitors such as sildenafil and zapltinast
would have been obvious, the examiner explained, to administer those PDE V inhibiteat to tr
BPH. Moreover, the examiner stated, the prior art suggehtt inhibitors of PDE |, PDE IV,
and PDE V led to a rise in the concentration of cyclic guanosine monophosj@iP() in
the body, which canausevasodilatory action, thus suggesting that such inhibitors could be used
to treat BPH.Office Action (Sept. 5, 2013), Dkt. No. 158-10.

The applicants responded tms#erejectiors by limiting thenselvesto the three claims
that were ultimately allowedThus, the claim that became claim 1 of the issued '124 patent was
amended to recite “[a] method for the prophylaxis or treatment of benign prostadiplagia

comprising administering t@ person in re thereof an effective amount of a compound



selected from the group consisting of an inhibitor of phosphodiesterase (PDE)udirxa
compound selected from the group consisting of [certain named compour@isiégndment
(Dec. 5, 2013), Dkt. No. 1580. The applicants explained that they leattiressed thissueof
indefinitenessby identifying a particular disease, BPH; they responded to the antcipati
rejection by specifically excluding particular compounds from the clainctuding sitlenafil
And they challenged the examiner’s obviousness rejection on the ground that thertrestm
BPH, to which the claims were now limitagasnot inherently disclosed in the prior art.

In light of the new claims, the examiner maintained the double patenting rejection but
receded from the other grounds for rejecti@ifice Action (Feb. 5, 2014).After the applicants

filed a terminal disclaimem response tahat action Attorney RemarkgMar. 25, 2014), Dkt.

No. 15811, the examinesllowedthe claims._Notice of AllowabilityApr. 7, 2014). The '124

patent issued on July 29, 2014, and was assigned to UroPep.

Initially, UroPep sougha licensing arrangement with LillyWhen no such agreement
was reachediowever,UroPep filed this action in July 20Egainst Lilly and a Texas company
that was alleged to have distributed Cialis through its pharfacy.

DISCUSSION

Under Rule 15(a)(1), Fed. R. Civ. P., a party may amend a pleading once as aimatter
course more thanl2days after service of the original pleading or a responsive pleading or a
motion under Fed. R. Civ. P. 12(b), (e) or (f). After that, a party may amend a pleatyng
with the opposing party’s consent or leave of court. Fed. R. Civ. P. 15(a)(2)e akewurt is
to be freely granted “when justice so requires.” Fed. R. Civ. P. 15(a)(2). Althdbghrgues

that the motion to amend should be granted because of the liberal standard set forth in Rule

2 UroPep recently dismissed the action against the Texas company, Bro8ksttiess,
Inc. Dkt. No. 162.



15(a)(2),the posture otLilly’'s motion is quite different from a motion to amend that is filed
within the time allotted by the scheduling order. In this case, becauss hilbtion was filed
eight months after the deadline for filing amended pleadlnthg,faces a much stricter standard.
Once a sobduling order has been enteredhicase and a deadline has been set for filing
amended pleadings, the decision whether to permit adgasliine amendment is governed by

Fed. R. Civ. P. 16(b).SeeSquyresv. Heico Companies, L.L.C., 782 F.3d 224, 23'h (6ir.

2015);EEOC v. Serv. Temps Inc., 679 F.3d 323,-3335th Cir. 2012); L.G. Motorsports, Inc.

V. NGMCO, Inc, No. 4:11cv-112, 2013 WL 2543398, at *6 (E.D. Tex. June 6, 2013). Under

Rule 16(b)(4), Fed. R. Civ. P., a motion to modify the scheguwnder by permitting the filing
of an amended pleading after the deadline in the scheduling order may be grantéor ‘godd
cause and with the judge’s consent.”

The party seeking to modifg scheduling order has the burden to show good cause.

Squyres 782 F.3d at 237; Self v. Quinn’s Rental Servs. (USAL, Civil Action No. H15-

1569, 2016 WL 6835093, at *1 (S.D. Tex. Nov. 21, 2016). MoreokefFifth Circuit has held
that Rule 16 gives trial courts “broad discretion to preserve the integrdypurpose of the

pretrial order.” Geiserman v. MacDongl&93 F.2d 787, 790 (5th Cir. 1990) (quoting Hodges v.

United States597 F.2d 1014, 1018 (5th Cir. 1979)). atkourt has directed that in deciding
whether to permit amendments to the pleadings #feedeadline for such amendments, district
courts should consider “(1) the explanation for the party’'s failure to [timely rfaovieave to
amend]; (2) the importance of the [amendment]; (3) potential prejudice in allowig t

[amendment]; and (4) the availability of a continuance to cure such prejudiogéd States ex

rel. Bias v. Tangipahoa Parish Sch. Bd., 816 F.3d 315, 328 (5th Cir. 2016) (q8&f\g

Enters., L.L.C. v. SouthTrust Bank of Ala., N.A., 315 F.3d 533, 536 (5th Cir. 2003) (alterations

-10 -



in original)); Eilgueira v. U.S. Bank NdtAss'n, 734 F.3d 420, 422 (5th Cir. 2013); Ciena Corp.

v. Nortel Networks, Inc., 233 F.R.D. 493, 494 (E.D. Tex. 2006). The Court will consider each of

those factors in exercising its discretion whether to grentrtotion to amend.

1. Lilly’'s Explanation for its Untimely Motion to Amend

Lilly filed its Motion to Amendeight months after the deadline for filing amended

pleadings. Lilly argues that its belated filing was justified on the ground that it neededito wa
until after Dr.Uckert’s deposition to “confirm” that he had not disclosed his conflict of irtteres

to European Urologyr to Lilly. The Court does not find Lilly’s gtification for its untimely

motion to be convincing.
Even before the case was filed, Lillyas aware oboth Dr. Uckert’s ceauthorship role

with respect to the Giuliano Articknd his contemporaneous activities as an inventor of the '124

patent. The @tent issued in July 2014, a year befoie thse was instituted. UroPep contacted
Lilly in 2014, seeking to license the '124 patent to Lilly, Dkt. No.-128so it is clear that Lilly
was aware of the '124 patent, on which Dckert was listed as a med inventorwell before
this lawsuit was filed.

If Lilly had focused on the confliebf-interest issue that it nosays constitutedgregious
misconduct on DrUckert’s part, it would have been a simple mattert¢ldetermine whether
Dr. Uckert had mael a disclosure to Lilly regarding his interest in &1 patent or the '561
applicationby inquiring of the Lilly representatives that had contact with(kert during the

preparation of th&iuliano Article (2) to determine whether he had made ammhslisclosure to

European Urology by inquiring of that publication; or (3) to determine whether any such
disclosure had been madey seeking that informatiotiirough an interrogatory @request for

admission Although Lilly states that it was not ressble to expect it to begin the discovery

-11 -



process as early as April 2016, there was nothing that prevented Lilly fromsioiSgeEEOC

v. Serv. Temps Inc., 679 F.3d 323, 334 (5th Cir. 2012) (upholding finding that party had failed to

provide a plausible explanation for its delay in seeking to amend its pleadings whented"
almost six months before commencing discovery, allowing the pleadings @etdpass in the
meantime”). Thus, everaccepting Lilly’s contention that it needed to “confirm” that Dckert

had not made a conflif-interest disclosure t&uropean Urology, Lilly could have obtained

the information necessary to satisfy itself on that point well before the deddtirfding
amended pleadings in April 2016.

In any event, there was no real need for Lilly to wait for such “confirmationhef t
absence of any confliaif-interest disclosure on Dilckert’s part. Byits own admission, Lilly
had all the information it needetd plead its unclean hands defense exceptaforexpress
acknowledgemenfrom Dr. Uckert that he had not made a conftiétinterest disclosure of
which Lilly was unaware.There was no need for Lilly to wait until the deposition of ekert
to obtainsufficient confirmationof that fact. SeeSquyres 782 F.3d at 238 (“Squyrdails to
show good cause for his delay. Squyres’s only reason for failing to ameraipkmt sooner
is that he did not have the basis to allege a fraud claim until afteacheédposed Frediani in
mid-August 2013.”). Lilly’'s choice to wait until after the time for amending the pleadings
simply because it did not have confirmation of the absence of a disclosure fralokBrt’s lips

is not a satisfactory excuse for the defaynoving to amend Lilly’s answér.

% Lilly attributes the delay in amending its pleading in part to the Court's stay of

discovery for a period between J@yand OctobeP1, 2016 to permit briefing oéarly summary
judgment motions on nemfringement and invalidity.SeeDkt. Nos. 119, 120. That period of
delay did not materially change Lilly’s position with respect to this motion.thBytime of the
stay, the time for Lilly to amend its pleadings had already long sinceedxpind in any event,
as the Court has explained, there is no persuasive reason that Lilly needed to \iait for
Uckert’s deposition before filing its amended answer.

-12 -



The “explanation for the untimely motioféctor cuts against Lilly.

2. The Importance of the Amendment

Lilly argues that allowing it to amend its answer is of critical importanceulsectne
defense of unclean hands, if successful, would dispioes case in Lilly’s favor. Of coursé
is typically the case that success on the defense of unclean hands ends a patemhenfringe

action. SeeSanofiSynthelabo v. Apotex, Inc., 470 F.3d 1368, 1384 (Fed. Cir. 2@@&)that is

not to say that an amendment raising saclefense must invariably be regarded as important.
What is called for irdeterminingthe importance of the amendment is not arstassessment of
the theoretical effect of success on deéensebeing asserted, but a pragmatic judgment as to the
likelihood that the newlyasserted defense will succeedsee Filgueira 734 F.3d at 423
(“Filgueira fails to show the importance of his amendment” because “it would not havgea

the outcome of the court’s ruling” on the motion to dismiss.); Sw. Bell Tel. Co. v. C#} of

Pa®, 346 F.3d 541, 547 (5th Cir. 2003) (treating “likely failure of the proposed counterclaims on

the merits” as a factor weighing against allowing untimely amendmssg):alsoBombardier

Aerospace Corp. v. UniteBtates 831 F.3d 268, 284 (5th Cir. 2016ut{lity of amendment

supports decision to deny motion to amenBingipahoaParish Sch. Bd., 816 F.3d at 328

(same):Nourison Rug Corp. v. Parvisian, 535 F.3d 295, 299 (4th Cir. 2008) (samih)s case,

the Court concludes that the defense of unclean hands would be highly unlikely to succeed. For
that reason, the Court regards the amendment as not being of sufficient importantiéyto jus
overlooking Teva’s failure to meet the filing deadline.

a. The efense of unclean handsreserved for extreme circumstances. As Judge Payne
recently explained, for a defendant in a patent casstablishthe defense of unclean hands, the

defendant “must show thatepatentee conducted itself as to shock the moral sensibilities of the

-13-



judge or stated otherwisehat the patentee’s conduct was offensive to the dictates of natural

justice.” IFLY Holdings LLC v. Indoor Skydiving Germany GmbiTase No. 2:14v-1080,

2016 WL 3675136, at *1 (E.D. Tex. Mar. 25, 201&3e alsdHoneywell Int’l, Inc. v. Universal

Avionics Sys. Corp., 343 F. Supp. 2d 272, 320 (D.. RéD4). Moreover, aparty asserting

unclean hands “bears the burden of proving by clear and convincing evidence that [ti@goppos

party] acted with unclean handslh re Omeprazole Patent Litjgd83 F.3d 1364, 1374 (Fed.

Cir. 2007) Aptix Corp. v. Quickturn Design Sys., Inc., 269 F,.3d 1369, 1374 (Fed. Cir. 2001).

Importantly, an unclean hands defense requires that ther® mexus between the
improper conducaind the legal issues in the case. shacessflly invoke the unclean hands
doctrine the defendant must point to an unconscionable act by the patentee that has an
“immediate and necessary relation to the equity” of the relief that the patentee Kegkne

Driller Co. v. Gen. Excavator Co., 290 U.S. 240, 245 (1933).

That nexus requirement has been articulated in different ways. Several counpealsap
including the Fifth Circuit, have held thatoof of nexus requiresa showing that the defendant

was injured by the wrongful conducteeBailey v. TitleMax of Ga., Inc., 776 F.3d 797, 801

802 (11th Cir. 2015) (“To assert an unclean hands defense, a defendant must show that (1) the
plaintiff's wrongdoing is directly related to the claim, and (2) the defendantpeesonally

injured by the wrogdoing.”); Alcatel USA, Inc. v. DGI Techs., Inc., 166 F.3d 772, 796 (5th Cir.

1999) (“To invoke the doctrine [of unclean hands] a defendant must show that he was injured by

the plaintiff's acts.”);_Mitchell Bros. Film Grpu. Cinema Adult Theate604 F.2d852, 863 (5th

Cir. 1979) (“The maxim of unclean hands is not applied where plaintiff's misconduct is not
directly related to the merits of the controversy between the parties, bwwloadg the wrongful

acts ‘in some measure affect the equitable relations between the parties in respaatbing

-14 -



brought before the court for adjudication. . . . The alleged wrongdoing of the pldaeg not
bar relief unlesghe defendant can show that he has personally been injured by the plaintiff's

conduct.”) Caloway v. Partners Nat'l Health Plar@36 F.2d 446, 451 (11th Cir. 1993) (same);

Lawler v. Gilliam 569 F.3d 1283, 1294 (4th Cir. 1978) (defense of unclean hands “requires the

defendant to show that he himself has been injured by the plaintiff's condBatijbu Sales,
Inc. v. Testini, No. 87 CV 3190, 1988 WL 138055, at *3 (E.D.N.Y. Dec. 21, 1988) (defendant

must show “that he has been personally injured by the plaintiff's conduca$tjeCv. Cohen

676 F.Supp. 620, 627 (E.D. Pa. 1987) (unclean handgridecrequires that party seeking
affirmative relief is guilty of unconscionable conduct that is “directhatesl to the matter in
issue,. . .that injures the other party .and affects the balance of equities between the

litigants”); see alsalohn Norton PomeroyA Treatise on Equity Jurisprudenge399 at 99 (5th

ed. 1941)(“The party to a suit, complaining that his opponisnin court with ‘unclean hands’
because of the lattertonduct in the transaction out of which the litigation arose, or with which
it is connected, must show that he himself has been injured by such conduct, tothestify
application of the principle to the case. The wrong must have been done to the defemskzlht hi
and not some third party.

The Federal Circuit has required a showing of “materiality” to estalthe defense of

unclean hands. Regents of the Univ. of Cal. v. Eli Lilly &,Ad9 F.3d 1559, 1571 (Fed. Cir.

1997); J.P.Stevens & Co. v. Lex Tex Ltd., Inc., 747 F.2d 1553, 1560 n.7 (Fed. Cir. 1984).

Although the Federal Circuit stated ibherasenselnc. v. Becton, Dickinson & Co., 649 F.3d

1276, 1287 (Fed. Cir. 2011) (en banc), that “the early unclean hands cases do not present any
standard for materiality,” that commesitmply reflects that the early casescot provide any

explicit definition for the materiality requirement, not that they do not requireriaéteat all.

-15 -



In fact, the early casgbeginning withKeystone Driller requirethat the offending act be

materia) but they do not define thmateriality requirement with great specificityn Keystone
Driller, the Supreme Court stated that the doctrine of unclean hands does not apply “unless the

wrongful conduct is directly connected with amaterial to the matter in litigatigh290 U.S.at

244 (emphasis addegdand “in some measure afffgjtthe equitable relations between the parties
in respect of something brought before the court for adjudicatidngt 245. In two other early
SupremeCourt cases, the Court held that the nexus requeregmvas satisfied not because the
wrongful act resulted in injury to the innocent party, but because it resulted in ahhenest

to the offending party. In those cases, the doctrine of unclean hands was invoked totipeevent

“wrongdoer from enjoyinghe fruits of its transgression,” Precision Instrument Mfg. Co. v.

Automotive Maintenance Mach. Co., 324 U.S. 806, 815 (1%E®;alsdHazelAtlas Glass Co.

v. HartfordEmpire Co., 322 U.S. 238, 251 (1944) (patent at issue was “obtained by fraud”).

Other courts havefound the nexus requirement satisfied whiére nexus between the
misconduct and the claim is “close,” and tiheconscionable act is “immediately related to the

equity the past seeks in respect to the litigatiorHighmark, Inc. v. UPMC Health Plan, Inc.

276 F.3d 160, 174 (3d Cir. 2001); where the plaintiff's actions “might have damaged” the
defendants interests, and “were directly related to the equities between the p&Bde®f v.
Blann, 968 F.2d 676, 680 (8th Cir. 1992); and wh#re “bad conduct constituting unclean
hands” has been directed “toward the party proceeded against” and has “pertain{led]

subject matter involved [in the action] and affect[ed] the equitable relationgedietthe
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litigants.” Int'l Union, Allied Industrial Workers of Am, AFL-CIO v. Local Union No. 589, 693

F.2d 666, 672 (7th Cir. 1982).

Under any of those standards, Lilly’s proof of nexus falls short. bhdky not offered any
evidence that DrUckert’s failure to disclose the pendency of th62 appication caused injury
to Lilly, any unjust benefit toUckert or UroPep or was otherwise materiato the present

litigation. As UroPep points out, DiUckert’s failureto comply with EuropeanUrology's

conflict-of-interest policy is not related to this litigation, because the cowfficiterest policy

was designed to proteBiuropean Urologyand its readers, not to protect Lilly. As the policy

itself makes clear, the purpose of the disclosure requirement is to raygabssible source of
bias on the part of journal author§eeDkt. No. 1534, at 4 (“A conflict of interest may exist
when an author (or the author’s institution or employer) has financial or perstatenships or
affiliations that could influence (or bias) the author’s decisions, work, or manuscript.has
nothing to do with protecting a third party such as L#lgainstthe possible misuse of its

confidential informatior?.

* In support ofts contention that a finding of unclean hands does not require a finding of
prejudice to the party asserting the defensiy tites the district court decision intamin, Ltd.
v. Magnetar Techs. Corp., 623 F. Supp. 2d 1055, -1B74C.D. Cal. 2009), and it quotes,
indirectly, from a dissenting opinion of Judge Learned Hand addressed to an entiegndiff
point. Thelntamn case recognizes that many courts have adopted an injury requirement, but
declined to do so, while nonetheless acknowledging that the plaintiff's conduct nmestl{di
relate[] to the claim which it has asserted against the defendant” and “has immeaaddhte
necessary relation to the equity that he seeks in respect of the mattgatioht’ 623 F. Supp.
2d at 1074, conditions that are not present here for the reasons explained in the text.

®> For that reason, if Dr. Uckert had made a full disclosure of his interest in the '124
patent at the time of thEeuropean Urologyublication, he would have satisfied his conftét
interest obligations under_European Urology’s policy, even though his disclosure weeld ha
made no difference at d@th the mannein which UroPep prosecuted the '124 pateltring the
oral argument, Lilly’'s counsel contended that if Lilly had been aware cfifi#epatent at that
time, it could have taken steps such as negotiating a license or other arranggmenoRep.

That agument does ndtavemuch force, however, because Lilly walseadyon notice of the
existence of the561 application, which was published in July 2012, before the publication of the
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Lilly 's argument as to the imptof Dr. Uckert's conduct is emphatic in tone, bstiort
on substance. The picture Lilly paints is that of a patent applicant who hagaitesl himself
into Lilly's camp and has obtained confidential information that he has usedhinrfesg the
patent that he plans-teand later does—assertagainst Lilly. Upon close examination of the
facts, that scenario does not stand up.

b. The one point on which Lillgasthe better of the argument is that, under the conflict

of-interestand financialdisclosure policies of the journal European Urology, (xkert should

have disclosed that he had patgreading(first the '061 patent and then the 124 patent) during

the time he was patrticipating in the preparation ofGhdiano Article. The journal’s disclosure

policy specifically refers tdpatents filed, received, or pendingghd the financial disclosure
section at the end of the Giulianati&le refers to “patent applications in preparation” as a form
of “financial interest.” Dkt. No. 153-4, at 4.

UroPep’s only effort to explain Dtckert’s failure to disclose the pendency of the '061
and '124 patents is to contetitat the patents were directadt to the mechanism of action of
PDES5 inhibitors in treatindower urinary tract symptoms related BPH (the subject of the

Giuliano Article), but to the treatment of BPH. That distinction is unpersuasive, particularly in

light of the provision in the European Urologgurnal’s conflictof-interestand financial

disclosurepolicy that explains thatpr example, “authors of a manuscript about prostate cancer
should report all financial relationships they have with all manufacturgeodticts used in the
management of prostate cancer, not only those relationships with companies whdse speci

produds are mentioned in the manuscript.” Dkt. No. -#5&t 4. That exampledicates that

Giuliano Article and because Lilly took no steps to negotiate a leenthe fall of 2014 when
UroPep approached Lilly after th&24 patent wasssuedto invite Lilly to take a license to the
patent SeeDkt. No. 153-9.
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the policy was intended to be applied generously, which would clearly makekantld patents

pertinent to the subject matter of the Giuliano Article.

In any eventthat was not the excuse Duckert gave for notisclosing his pending
patents. He testified that he did not do so because he thought the disclosure obligaiehs appl
only to financial interests. Dkt. No. 185 (Uckert deposition, Oct. 18, 2016t 157:1523).

That answer is unsatisfactory fdwrée relatedeasons. First, it is contrary to the plain terms of
the disclosure policy, which is not limited to direct financial interests.or8ecan ownership
interest in a patent that the owner intends to enforce against a drug comga@ag sulty with
regard to a highly successful drug is a financial interest by any reasal@dinlition. And third,

as noted, th&uropean Urologyonflict-of-interest and financial disclosure policy specifically

defines “patent application in preparation” as a form of financial intérest.
So the Court concludes that Lilly is correct tBat Uckert failedto make the disclosure

that theEuropean Urologyournal’s policy required him to make. Beyond that, howeldy,'s

unclean hands theory loses steam.

c. Because DilUckert did not disclose to Lilly or to the publisher of Biiliano Article

that he was simultaneously seeking a patent on the use of tadalafil and otheurdsnfor the
treatment of BPH, Lilly eyues that DrUckert wasmadeprivy to confidential Lilly information

that he could have used in the course of the prosecution of the patent. His conduct, according to

® Lilly argues that the Uniform Requirememtithe International Committee of Medical
Journal Editors imposed a second disclosure obligation on Dr. Uckert that he igrigseciedr,
however, that the financial disclosure requirement of the European Ujjolagwal is simply an
application (and a more detailed one) of the principle set forth idnHlerm Requirements To
the extent that the latter is significant, it is only because Dr. Viktrup calleddRert’s attention
to it in his email correspondence. It does not add anything of substance to the obligation of
disclosure imposed on Dr. Uckert.
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Lilly, is sufficiently grave to trigger the unclean hands doctrine and redjuat the '124 patent
be declared unenforceable.

The problem is that there is very little by way of evidence to back up thaythéfrat is
missing from Lilly’s proof of unclean hands any evidence that Dtickert’s participation as a

co-author of theGiuliano Article had any effect on the prosecution of thé1 application. It

was Lilly’s representativevho invited Dr. Uckert to participate in the authorship of Bailiano
Article because of his valued expertise. Dickert did not seeko collaboratewith Lilly
scientists; rather, Lilly offered him the opportunity to collaborate, subjdgtto hiswillingness

to sign a confidentiality agreement, which Lilly does not contend he brefckiedeover, Lilly
wasaware, at least as of early 2012, that ekert and his group had obtained the *061 patent
Lilly was also aware thaas early as mi@011,Dr. Uckerthadsought to license UroPep’s 061
patentto Lilly on account of Lilly’s interest in tadalafilt could hardly have come as a surprise
to Lilly that Dr. Uckert and his group were continuing their efforts to obtain patent protection for
their research efforts. In fact, UroPep’s efforts leading to the '124 patemfpwklicly dilosed

in July 2012, when th&61 applicationwas published, along with the entire prosecution history

" In its briefs, Lilly did not argue that Dr. Uckert violated the confidentiaijyeement
he signed with Lilly. During theral argument, counsel for Lilly claimed that Dr. Uckert had
violated the confidentiality agreement, but because that contention was not raisig’s
briefsand was raised for the first tingiring oral argumentit is waived. SeeBraun v. Colvin
No. 1:14cv-744,2015 WL 4532617, at *4 (S.D. Induly 27, 2015)Keys v. Dart Container
Corp., Civil Action No. 1:08cv-138,2012 WL 2681461, at *6 (W.D. Ky. July 6, 2012) Bd. of
Managers of Mason Fisk Condominium v. 72 Berty 5. C, 801 F. Supp. 2d 3@9 (E.D.N.Y.
2011); In any event, however, for completeness the Court will address Lilly’'s angsiin@sed
on the assertion that Dr. Uckert violated his confidentiality obligations to Uro®épthat
argument had been preserved.

8 In an apparent effoto put some rhetorical spin on the facts, Lilly states that Dr. Uckert
“lumped” at the opportunity to collaborate with Lilly researchers on thewearticle. Dkt. No.
153, at 2. In fact, thevidence shows that Dr. Uckert did not even respond t¥iRttup’s first
invitation to participate in preparing the article, and that it wasn’t until Ditrifkcontacted him
again, several weeks later, that Dr. Uckert agreed to participateDkEedo. 153-3.
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for the application up to that poinSeeDkt. No. 1673.° For that reason, DEckerts failure to

disclose prior to the publication of th&iuliano Articlein September 2012hat UroPep had a

pending patent apishtion could not have affected Lilly, sindee fact that Dr.Uckert had an
interest in thé561 application was publicly known even earlier, in July 2012.
Even more importantly, Lilly has pointed to no evidence that in the counsejodring

his sections of th&iuliano Article Dr. Uckert obtained any confidential information from Lilly

that he or his colleagues used in the prosecution of the '124 patent. His role in prepaeng thos
sections of the article was to summarize thedttee on two discrete subjeetshe localization

of PDES5 in the bladder, prostate, and urethra; and the mechanism by which erérdnafethe
cGMP pathway, such as by inhibiting the activity of PDE&n affect the relaxation of smooth
muscle cells in theower urinary tract.

In his declaration, DrUckert states that th@iuliano Articlewas simply a review of the

literature on the mechanisms of action of PDES inhibitors and that the “evidence” suppuet
article was publicly available research, “esp#y articles published in the ten years prior to

publishing theGiuliano Article.” He further states that he does not recall receiving any

information, “let alone confidential information, from Dr. Viktrup or anyone elstilyy in

relation to theGiuliano Article.” The only information that he could recall having been provided

was draft manuscripts of the article from Dr. Giuliano. Dkt. N0.158-5.
Lilly offers nothingof substancéy way of rebuttal to tht denial. The evidence makes it

clear that, as DrUckert said, theGiuliano Article was a review article that was intended to

review recent medical literature on the mechanism of action of PDE5 inhibitors tiedltment

® By July 2012 the claims of the561 appliation werebroad enough to cover tadalafil
Lilly is thereforewrong in contending that the publication of tbé1 applicationdid notput it
on notice that the application covered tadalafil.
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of lower urinary tract symptoms, not a report of a clinmakxperimentaktudy. In fact, the
email in whichthe Lilly representative outlined the purpose of the article explained that even
though there had been several recent review articles osathesubject,including a review
article focusing on tadalafil, “we believe there is a need for a simplified revigygihg on a few

key areas..incorporating newly published data and developed imagesd that such a
“simplified [mechanism of action] review article” would be “useful alsotf@ nonexperts.”

Even though thearticle merely summarizes other published research papidss,

asserts that “DrlUckert’s collaboration on this manuscript gave him confidential, or at least
unique, insights into how Lilly had developed tadalafil as a treatment for tmgt@ys of BPH

and how Lilly believed that tadalafil might work for that purposeti Lilly & Company’s

Reply in Support of itd/otion to Amend, Dkt. No.164, &8. But Lilly offers no evidencehat

any suchconfidential or unique insights were provided to Dckert. Nor does Lilly point to
any evidence that any such information would have assistddcRert orUroPep inprosecuting
the claims that ultimately issued in the '124 patent.

During the oral argument, Lilly's counsel argued tHatly scientists provided
confidential information to DrUckert, which he exploited in proseagithe '124 patent. In
particular, counsel pointed to a November 22, 2011, email and the conclusionGitiliaeo
Article for support for his contention that Lilly conveyed confidential information toUdkert
during the course of the preparation of the article.

Theemail wassent to all of the authors of ti&uliano Articleat the outset of the process

of preparing theréicle. Thepertinent portion of the email reads as follows:

The mechanism of action for tadalafil in the treatment of signs and
symptoms of BPH has continued to be an area of debate. Though
there is an increasing amount of literature onrtteehanistiaole

of NO/cGMP pathway and PDES5 inhibition in the LUT [lower
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urinary tract], insignificant peak flow rate improvement in several
clinical studies and the erectogenic improvements with PDES
inhibitors have contributed to the question of how PDES inhibitor
(specifically tadalafil) reduce LUTS [lower urinary tract
symptoms].

We believe the review should focus on PDES5 localization in the
LUT and assdated vasculature, the role of PDiEhibition in
smooth muscle relaxation, increased blood perfusion and
modulation of afferent nerve activity in the LUT. The focus
should be on tadalafil, where appropriate.

Dkt. No. 153-3, at 10.

The conclusion of th&iuliano Article, to which Lilly attache particular significance,

states that “PDE5 mbition results in smooth muscle relaxation and increased pelvic blood
perfusion in these tissues and likely modulates afferent nerve activity.8 aftcle then
concludes as follows:

We propose that the improvement in both storage and voiding

urinary ymptoms observed after-2 wk of tadalafil could be

caused by the smooth muscle cell relaxation in bladder neck,

prostate, and urleta, with the maintenance of effect possibly

supported by the smooth muscle cell relaxation of these organs’

vascular supply and increased blood perfusion and oxygenation.

Modulation of the sensory output from the LUT is likely to play a

role in both the short and long term.
Dkt. No. 153-6, at 10.

Lilly contends thatthe conclusion of the articlelike the email, is indicativeof the

confidential information shared with Dckert. The problem with that argument is that there is

nothing confidential, or even new, in either the email or the conclusion Ghtfiano Article

The email suggests that the artisleuldfocus onthe locdization of PDES5 inhibitors in
the lower urinary tract and associated blood vessels, and the role of PDE5 inhibitibree

areas: smooth muscle relaxation, increased blood flow, and the modulation of ristieiac
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the lower urinary tractDkt. No. 153-3, at 10The article follows that outlineA section written
by Dr. Uckertreviews the studies regarding the localization of PDE5 in various portions of the
lower urinary tract. Dkt. No. 1536, at 57. Then, in a sdion co-authored byDr. Uckert, the
article summarizes the research paparsny of them authored by DtJckert himsel—
showing that PDES5 inhibition can cause the relaxation of smooth muscle cells in yauitsusf
the lower urinary tract.ld. at 7-8. The following sectiorreviews the research suggesting that
reduced blood supply to the lower urinary trasgiht underlie lower urinary tract symptom#
alsonotes tlat “preliminary finding$ in the cited studieshdicate that PDE5 inhibitors might
relax [lower urinary tret] vasculature and consequently increase blood supply and tissue
oxygenation, therefore possibly ameliorating urinary function and redutkr&@gted [lower
urinary tract symptonjs Id. at 8. Finally, the article contains a section summarizing the
evidence that certain wellknown chemical processes in the body (“the[Ntlic oxide}/cGMP
pathways”) that are affected by PDE inhibitors “play important roles in uhetibn of the
nervous system in the lower urinary tract,” such as the effect of PDE5Stankim decreasing
“the perception of bladder filling, thereby reducing the sensation of urgemdy.That section
concludes: Taken together, these studies show support for NO/cGMP pathway and a
[mechanism of operation] for PDES inhibition in the reduction of afferent nerwatgaeti both
bladder physiology and pathophysiologyd. at 9-10.

Aside from the assertions of Lilly’s counshliring the oral argument, there is no support

for Lilly’s contention that the email and the contents of @eliano Article (or any disclosure

made during the preparation of that article) reflect confidential Lillprmftion or “unique
insights” that Dr.Uckert was able to exploit in obtaining his pateAs theprecedingsummary

of theGiuliano Article indicates, the article broke no new ground, but was simpiynapsisof
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the research on various possible mechanisms by which PDE5 affects lowey drawir
symptoms. And the tentative conclusions of the article are consistent with taechesigowing
theeffects of PDES inhibition on various lower urinary tract sybtems.

Lilly argues that the applicants made changes to the claims in the course of th
prosecution of the '124 patent and that those changes could have been influenced by the

information hat Dr. Uckert obtained from Lilly during the preparation of tfauliano Article

In fact, however, as thearlier review of the prosecution history makes clear, most of the
changes in the claims were made in response to specific comments or rejecti@aneXantimer.

In particular, it was the examiner who required the applicants to define theulgartondition

that was the target for treatment; it was the examiner who objected to the inclusmmneobf

the compounds that had been recited in the '061 patent; and it was the examinapasedi a
species election requirement that forced the applicants to focus on inhibitors of PDES5.
Moreover, the changes to the claims in response to the examiner’'s rejections agerenm

December 2013, more than a year after the publication oGilgano Article and two years

after Dr.Uckert began hisvork on the article. Lilly points to no evidentiary basis to support its
suggestion that DrUckert and his colleagues exploited Dickert’s participation in the

preparation of théiuliano Articleto their benefit in the prosecution procdSsmonths to two

years later

During the oral argument, counsel for Lilly pointed out that the claims in thenakigi
application for the '124 patent, filed on December 29, 2011, did not cover tadalafil. It was not
until an amendment made on March 19, 2012, that5ik application included a broad claim
that would have encompassed tadalafimendmentg{Mar. 19, 2012), at 1 (claim 9)Counsel

contended that the amendmentinclude tadalafil might have begovoked by information
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provided to DrUckert by Lilly during Dr.Uckert’s collaboration on th&iuliano Article There

IS no evidence to support that suppositidihseems much more likely that the addition of claims
to cover tadalafil was the result of the publication of teeised Cialis labelthat included
treatment of the signs and symptoms of BRMHich occurred before UroPep amended its claims
in early 2012. It would not be surprising (or in any way improper) that in light of that public
information UroPep elected to broaden the claims of the 124 patent to cover tadiiafiell
established that it is permissible to file, amend, or insert claims that ag&rticular product
when the information about that product dabtained through legal and ethical means.

Kingsdown Med. Consultants, Ltd. v. Holister, Inc., 863 F.2d 867, 874 (Fed. Cir. 1988).

Lilly also argues that the change in approach betweerb@iegatent and the '124 patent
was attributable to the information Didckert receivedfrom Lilly during his work onthe

Giuliano Article. Lilly notes that several of the claims of @iGd patentwere directed ta

particular mechanism of actiqrelaxingprostatic muscleswhile theoriginal claims of the561
applicationwere not limited in that manneiThe omission of a claimed mechanism of aciion

the '561 applicationwas likely triggered, according to Lilly, by Didckert’slearning from Lilly

tha the mechanism by which PDES inhibitors treat the signs and symptoms of BPH is unknown.
Again, that assertion is based entirely on speculation. Moreover, as thateeyisedCialis

label wasapproved by the Food and Drug Administratiorthe fall of 2011, andthe revised

label stated that “[tlhe mechanism for reducing BPH symptoms has not stabhsbed.” Dkt.

No. 1582, at 12. Therefore Lilly’'s position as to the questions about the mechanism of action
of PDES in treating BPH was publicly knoviay the time that label was publisheédere was no
needfor UroPep or Dr.Uckert to relyfor that informationon anythingthat Dr. Uckert learned

from Lilly in the course of preparing his sectionglod GiulianoArticle.
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In any event, the difference in approach between the '061 patent and the’561tiapplica
is not as great as Lilly suggests. It is true tnaechanism of actierrelaxation of prostatic
muscles—was claimed in claims & of the '061 patent (but not in alas 12 of that patent).
And it is true that no method of action was claimed in the original claims of the '56datipp
or the March 19, 2012, amended claims. But the same mechanism of action (“relaxing prostat
muscles”) was claimed in the Septemb@r 2012, amendments to the '561 application as well as
in the November 20, 2012, amendments to the application. There is thus no plausible basis for

inferring that Dr.Uckerts collaboration with Lilly scientists on the Giuliano Articteovided

Dr. Uckert with information not otherwise availabkhat causedUroPep to omit claims to a
mechanism of action in the original claims of the '561 application and the claithe &darch
19, 2012 amendmento that application

Almost as significant as the infirmities in the evidence that Lilly relies on ialikence
of affirmative evidence regarding what Lilly characterizes as “Lillysghts and evaluation of
the potential mechanisms of action for treatment of symptoms of BPH using tddilafibn to
Amendat 1, Lilly’s “confidential insight and evaluation of the potential mechanisms bémac
regarding tadalafil id. at 5, and Lilly’s “confidential, or at least unique, insights into how Lilly
had developed tadalafisa treatment for the symptoms of BRHd how Lilly believed tadalafil

might work for that purposeEli Lilly & Company’s Reply in Support of Its Motion tAmend

at3. Except for the emails sent by Lilly representatives to the aufinehsding Dr.Uckert) at

the outset of the projeeind a few ministerial emails sent by Lilly representatives at the time the
manuscript was being edited, there is no paper trail of communications fronnelgling any
such “insights and evaluation” of the mechanisms of action regarding tadaafi has Lilly

placed in the record any declarations fromttle Lilly scientists (or others at LillWvho dealt
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with Dr. Uckert orthe other authors of theGiuliano Article If the Lilly representativeshad

provided any confidential or unique information to Dr. Uckert or the otheautioors, they
would have been expected to say so. But they didn't.
Lilly complainsthat some of the materiatbtained by Dr. Uckert during the publication

process were not produced to Lilly in discovery until aftdly filed its Motion to Amend

UroPep, however, points out that thepecificmaterials were requested only a few days before

Lilly filed its Motion toAmend In any event, those materials consist almost entirely of drafts of

the manuscript of th&iuliano Artide, annotated in some cases by European Ur&sogger
reviewers. Lilly's representatigemade onlya modest number ofommentson the draft
manuscript, most of which were stylistic or organizational suggestions. Fomplkexam the
portion of the article authored by Dr. Uckert, the Lilly representatives’ stiggesncluded one
to add a paragrapbo asto “ground the reader."Other comments included questions from the
Lilly representativesind suggestions to omit certain materials that were considatsile the
scope of the article. Dkt. No. 169, afl5. Significantly, Lilly does not cite anything from the
draft manuscriptsotbuttress itslefense of unclean hands.

As support for its unclean hands argument, Lilly cites the district courtoogn Gilead

Sciences, Inc. v. Merck & CoNo. 13cv-4057, 2016 WL 3143943 (N.D. Cal. June 6, 2016),

which Lilly characterizes as a caseth facts that closely parallel the present disputkldtion

to Amend, at 9. In fact, however, that case is dramatically different fraofi@, in that the
misconduct in that case was both extremetadla substantial effect on the subject matter of the
litigation, unlike in this case. Ii&ilead the district court fond that Gilead’s predecessor in
interest provided specific confidential information to Merck pursuant to a nondisclosure

agreementnd that Merck used that information to tailor its claims to cover Gilead’s products
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Id. at *29. Based on those findings, the court concluded thagetbhallenged condudtad an
“immediate and necessary relation. tothe matter in litigatioh because the patents that
resulted from this series of unconscionable acts are now asserted aga&adt”’Gd. (quoting

Keystore Driller, 290 U.S. at 245).In this case, by contrast, Lilly has pointed to no evidence

that it provided any confidential information to Mfckert, nor any evidence that Dckert or
his cainventors used any such confidential information in prosegultiaapplication that issued

as the124 patent.Gileadis thereforeof no assistance to Lilly.

Notably, Lilly states that it “does not anticipate that any further discovery regarding this
[unclean hands] defense will be necessary,” so it appears that the evidgnbas.set forth in
its motion is the best it has on this issue. Under these circumstances, thee€lsuwdrifortable
concluding that Lilly’s claim of unclean hands is quite weak, given the exactngast of
proof required to mount shca defense.Lilly’'s evidenceis certainly not sufficient teuggest
that it couldsatisfy the “clear and convincing evidence” standardwioatid apply to proof of the
defense of unclean handstrial’® For that reason, the Court concludes that the “unclean hands”
defensevould be destined to fail and thus is not important to the case.

The “importance” factor cuts against Lily

19 |f the unclean hands issue were for a jury to determine, this Court might be less

willing to venture a judgment at this stage as to the likelihood of Lilly prevadimgs defense.
But the defenseof unclean handdike thedefenseof inequitable conducis an equitable issue
for the court. _eTool Dev., Inc. v. Nat'l Semiconductor Cofyo. 2:08cv-196, 2011 WL
12677158, at *1 (E.D. Tex. Dec. 12, 2014¢e alsdrherasense649 F.3dat 1285;PerSeptive
Biosystems, Inc. v. Phamacia Biotech, In¢. 225 F.3d1315, 1318 (Fed. Cir. 2000A.C.
Aukerman Co. v. R.L. Chaides Constr. Co., 960 F.2d 1020, 1029,1041 (Fed. Cir. E6&R)gat
reason, the Court is less diffident about predicting Hosissuewould be resolvedf the issue
remained in the case fordlon the merits.
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3. Prejudice to UroPep

Lilly contends that there would be no prejudice to UroPep if the Court were to grant

Lilly’'s Motion to Amend. UroPep takes strong issue with that contention. The Court agrees

with UroPep. Lilly’'s contention is that significant additional discovery wawtibe necessary.
That may be true for Lilly, since Lilly acknowledges tlidtas known for some time that it was
cortemplating asserting an unclean hands defeasd presumably it has already assembled
whatever evidence is available to support itsitims But Lilly did not informUroPepof its

intention to move to amend its answer until shortly before filiadiotion to Amend As a

result, UroPep has not conducted any discovery relating to the unclean hands issusviseothe
made preparations tmeet the unclean hands defense. Those preparations, UroPep points out
would include a further deposition of Lilly employees sucbadJckert’s ceauthors, including

Lilly employeesDr. Viktrup andDr. Kissel, possible expert withessesid others? Given that

both fact discovery and expert discovery have closedthadime for trial is approaching, the
burden of preparingp meet a new defense at this late hoauld be substantial armbnstitutes
prejudice to UroPep.

The “prejudice” factor cutagainst Lilly.

1 UroPep points out that Lilly did not inform it &flly’s intention to file its Motion to
Amend until after the deposition of Dr. Viktrup, thus depriving UroPep of the opportunity to
qguestion Dr. Viktrup on that subject. While Lilly offers to make Dr. Viktrup labée for a
supplemental deposition, requiring UroPep to conduct another deposition of the saess vgit
burdensome and constitutes a form of prejudice. The Court also notes that Dr. Viktrup’s
deposition was held on October 27, 2016, more than a week after Dr. Uckert’s deposition, which
Lilly says provided the critical evidence for its motemd justified Lilly’'s delayin filing its
Motion to Amend However, Lilly further delayed filing its motierand informing UroPep of
its intent to filethe motion—until after Dr. Viktrup’s deposition. This delay further cuts against
Lilly with regard to the issue of justifiable delay as well as the issue afdicej
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4. The Availability of a Continuance.

In theory, the Court could grant a continuance in this case and allow additional fact and
expert discovery on the unclean hands theory Lilly seeks to raise. The thed case, however,
has alredy been postponed twice, including a postponement directed by the Court over
UroPep’s objections. UroPep objects to any further continuance of the trial, and thasCour
reluctant to delay the disposition of the case any longer. Thus, while a continsipiossible-
as is true in almost any casé would be unfair to UroPep to delay the resolution of this case
any longer, and the Court is disinclined to do so without a compelling justficafccordingly,
the Court does not find that the availability of a continuaaefactor that favorgranting the

Motion to Amend.

The “availability of a continuance” does not cut strongly in favor of either phtty
slightly favors UroPep.

Upon weighing the factors that bear on whether to grant a motion to goesadings
after the deadline in the Court’s scheduling order, the Court concludes that nbaseofactors
favors Lilly. The Court views the “importance of the amendment” factor as particularly
significant; if Lilly had made a sufficient showing thahas a substantial “unclean hands” claim,

the Court might have been inclined to grant_the Motion to Anmemithstanding Lilly’s failure

to make a convincing showing on the other factors. But the Court concludes that Lilly
“unclean hands” theory is da weak. Because Lilly has acknowledged that it needs no more
discovery on that issue, and because it has not suggested that there is other evidppod iof s

its unclean hands defense that it has not referred to in its briefs on this motion, ttidsCou

satisfied that thenclean hands defense would fail and that there is no reason to add a new issue
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to the case at this late date when the resolution of that issue appears to be secclaalingly,

the Motion to Amends DENIED.

IT IS SO ORDERED.

SIGNED this20thday ofJanuary2017.

N

WILLIAM C. BRYSON
UNITED STATES CIRCUIT JUDGE
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