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STARK, U.S District Judge:

MorphoSys, Inc. (“MorphoSys” or “Plaintiff’suedJanssen Biotech, Inc., Genmab US,
Inc., and Genmab A/S (together, “Janssen” or “Defendafasiffringement otthree patentsn
antibodies that bind tthe CD38protein. (D.l. 205) Pending before the Courtammary
judgment motions filed by both side§anssemoves for summary judgment () non-
infringement of the “lumari antibody claims (D.l. 384and(2) invalidity for lack of written
description lack of enalement, and indefiniteness (D.l. 382). MorphoSys moves for summary
judgment of no invalidity for lack of enablement. (D.l. 390) The Court heard argument on
November 27, 2018.(D.1. 461) (“Tr.”)

For the reasons stated below, @murt will grant summary judgment as to ron
infringement of the human antibody ithes; grantin-part anddenyin-partsummary judgment of
invalidity for lack of written descriptignrdeny summary judgment of invalidity for
indefinitenessandgrant summary judgment of invaity for lack of enablement.

l. BACKGROUND

MorphoSys alleges infringement of U.S. Patent Nos. 8,263,746 (“the ‘746 patent”),
9,200,061 (“the ‘061 patent”), and 9,758,590 (“the ‘590 pateéniThe asserted patents describe
antibodies that can be used to treat blood cancer. (‘746 patent, AbSpacifically in certain
kinds of blood cancer, a protein called CD38 appeath@surface of cancerous cellgd. at

1:14-19) The patents dedbe antibodies that bind to CD38, thus causing the destruction of the

! The parties also argued other summary judgment motions (D.l. 391 2&&)ertmotions
(D.I. 380, 393, 395, 396, 398), and motions to strike (D.l. 419, 435). The Court has already
ruled on these motions. (Tr. 113-19; D.I. 452)

2 The Court will cite thé746 patent, but similar passages can be found in the ‘061 and ‘590
patents.



cancerous cells(ld. at1:49-63, 2:33-4P More specifically the antibodieslisclosedoy the
patents are “humaor humanizetl— they appear human to the human immune system, and
thereforetheydo not trigger a deleterious immune response. a6:55-60) Janssen produces
an antibody drug, Darzalex (chemical name “daratumumab”), that MorphoSgadsmfringes
the asserted patentfD.l. 205)

Il. LEGAL STANDARDS

Pursuant to Rule 56(af the Federal Rules of Civil Procedure, “[t]he court shall grant
summary judgment if the movant shows that there is no genuine dispute as toexngl faat
and the movant is entitled to judgment as a matter of law.” The moving party belausdée
of demonstrating the absence of a genuine issue of materiabeetMatsushita Elec. Indus.
Co., Ltd. v. Zenith Radio Corpt75 U.S. 574, 585-86 (1986). An assertion that a fact cannot be
— or, alternatively, is — genuinely disputed must be suppeitiedr by citing to “particular parts
of materials in the record, including depositions, documents, electronicallgt styemation,
affidavits or declarations, stipulations (including those made for purposes of tloa molty),
admissions, interrogatpranswers, or other materials,” or by “showing that the materials cited do
not establish the absence or presence of a genuine dispute, or that an advecaarnparty
produce admissible evidence to support the fact.” Fed. R. Civ. P. 56(c)(1)(A) & tBg If
moving party has carried its burden, the nonmovant must then “come forward withcsiaetsfi
showing that there is a genuine issue for tridllatsushita 475 U.S. at 587 (internal quotation
marks omitted). The Court will “draw all reasonable iafeces in favor of the nonmoving party,
and it may not make credibility determinations or weigh the eviderReéves v. Sanderson
Plumbing Prods., In¢530 U.S. 133, 150 (2000).

To defeat a motion for summary judgment, the nonmoving party must “do more than

simply show that there is some metaphysical doubt as to the material fdetstishita 475
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U.S. at 586see also Podobnik v. U.S. Postal Sef09 F.3d 584, 594 (3d Cir. 2005) (stating
party opposing summary judgment “must present more than just bare assertiodnsocpnc
allegations or suspicions to show the existence of a genuine issue”) (internabguoiatks
omitted). The “mere existence of some alleged factual dispute betweentibe walrnot
defeat an otherwise properly supportediorofor summary judgment;” a factual dispute is
genuine only where “the evidence is such that a reasonable jury could return efgetbe
nonmoving party.”Anderson v. Liberty Lobby, Ine77 U.S. 242, 247-48 (1986). “If the
evidence is merely colorable, or is not significantly probative, summarynewigmay be
granted.” Id. at 24950 (internal citations omitted$ee also Celotex Corp. v. Catret?7 U.S.
317, 322 (1986) (stating entry of summary judgment is mandated “against a partylsvtw fai
make a showing sufficient to establish the existence of an element essdhaaltarty’s case,
and on which that party will bear the burden of proof at trial”). Thus, the “meremsgst a
scintilla of evidence” in support of the nonmoving party’s position is insufficient tatlafe
motion for summary judgment; there must be “evidence on which the jury could relgsona
find” for the nonmoving partyAnderson477 U.S. at 252.

II. NON-INFRINGEMENT OF THE “HU MAN” ANTIBODY CLAIMS

Some of the asserted claims are directesbtely“human” antibodies (e.g., claim 1 of
the ‘746 patent, which claimgd]n isolated human antibodyihile other assertedaims are
directed to “human or humanized” antibodies (e.g., claim 14 of the ‘746 patent, which claim
“[a] n isolated human or humanized antibody or antibody fragment therddf&) terms
“human” and “humanizedaredefined in the specificatior(§746 patent, 6:61-7:22), and these

definitions were adopted by the Court in its claim construction ¢lér102):



Human Humanized

one that is not chimeric (e.g one that is (i) derived from a non-human source (e.g., a
not “humanized”) and not | transgenic mouse which bears a heterologous immune system),
from (either in whole or in | which antibody is based on a human germline sequence; @
part) a nonhuman species | (ii) chimeric, wherein the variable domain is derived from a
non-human origin and the constant domain is derived from/a
human origin or (iii) CDRgrafted, wherein the CDRs of the
variable domain are from a nonhuman origin, while one or
more frameworks of the variable domain are of human origin
and the constant domain (if any) is of human origin

-

Based on these constructions, in order for an antibody to be “human,” inotust any
of the following: (i) chimeric, (ii) humanized, and (iii) derived even in part feononhuman
species. In other words, if an antibody is chimeric, humanaregkrived even in part from a
nonhuman species, then itnst human Additionally, if an antibody satisfies one or more of
the three sets of conditions for being characterized as “humanized” thentithatlg isnot
human. This is because in order to be “human” an antibody must be “not humanized” and, as a
matter of logic, the same antibody cannot be both “humanized” and “not humahized.”

Janssen moves for summary judgment of non-infringement of the “human” antibody
claims# contending thataragumumabis not a “human” antibodgither(1) literally (D.l. 385 at
4-7); or (2) under the doctrine of equivalenid. @t 7-10).

For the reasons below, the Court concludes that no reasdaetfiledercould find

infringement of the “human” antibody claims either literally or under the idectf equivalents.

3 The explanation in this paragraph is based on the Court’s understanding of the claim
constructions it adopted, which are fully supported by the intrinsic evidence. Tdehe ex

MorphoSys contends that these conclusions are based on arguments Janssen made in connection
with claim constructiorand subsequently waived, the Court disagrees.

4 The “human’ antibody claims” are claims 1, 6, 7, 8, 12, and 13 of the '746 patent, claim 15 of
the 061 patent, and claims 1, 2, and 3 of the '590 patent. (D.l. 425 at i)
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1. Literal Infringement

Janssen contends that the “human” antibody claims are not literally infringaaskbec
under the Court’s claim construction, daratumumab is “humanemediiot “human.” (d. at 4
7) Specifically, Janssen argues that (1) “human” and “humanized” are mutuallyiexcidsat
4-6); and (2) undisputed facts establish that daratumumab is humadizd(7). Thus, to
Janssemoninfringement of the “human” claims can be determined as a matter of(ldwv

In its briefing, MorphoSysounteredhat: (1) an antibody can be both “human” and
“humanized” (D.l. 425 at 4-6); and (2) even if “human” and “humanized” are mutually
exclusive, a reasonable factfindzuld conclude that daratumumab is “humad’ &t 24).
MorphoSys contends that substantial evidence exists for finding thext¢bsed antibodies are
“human” becausda) daratumumab is derived from human genes (albeit in nfe)anssen
has characterized the accused product as “human” in representations to requlabtinera
parties; and (c) the antibodies are not chimeric, and therefore, not “humanized’hen@eutt’s
constructions. I¢l. at 24)

However, during the hearing, MorphoSys dropped its argument that an antibody can be
both “human” and “humanizéd.Instead, MorphoSyacknowledgedhat “human” and
“humanized” are mutually exclusiterms thoughstill conteneédthatdaratumumalos a
“human” antibody:

THE COURT:[Y] our view[is] that the accused compound is both
human and humanized; correct?

COUNSEL: That is not our position . under the law we have
from the Court now, that is not our position.

THE COURT: So what is your position?

COUNSEL Our position is thafdaratumumalj meets every,
every part of the definition of “human,’and it does not meet the
definition of “humanized antibody.” Specifically, that little
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Roman numeral (i) which says “derived from a nonhuman source.
It doesn't meethat because that means that the source contributed
to the sequence.

THE COURT: So you do agree then taatompound is either
human or humanizedn the context of this patent, these patents?

COUNSEL Under the claim constructions that the Court has given
as they exist now, our understandipgs

THE COURT:So they're mutually exclusive; correct?
COUNSEL If the claim construction is as we seeyés.

THE COURT. Under my claim construction as you understand
it, “human” and “humanized are mutually exclusive; correct?

COUNSEL Yes.

(Tr. 21-22) (emphases added)

The Courtagrees with Janssématno reasonable juror could conclude that daratumumab
is ahuman antibody. This conclusion follows frahe Court’s claim constructioand
undisputed facts.

First,any reasonable juror would conclude that daratumumab is a humanized antibody.
The relevant facts are niot dispute: MorphoSyagreeghat daratumumatvas made using a
transgenic mouse bearing a heterologous immune system and is based on a human germline
sequence (SeeD.l. 389 Ex. 17, Davis Dep115-16, 133; Tr. 19-20) Thudaratumumab is a
humanized antibodgs definedunder romanette (i) of the Court’s construction of “humanized.”
Since daratumumab is “humanized,” ihist “not humanized’ and, therefore, isot “human.”

MorphoSys contends, nonetheldssitthere is sufficient evidence to find that

daratumumab is not “derived from a nbaman source” because the antibody is derived entirely

5 Dr. C. Geoffrey Davis is one of MorphoSys’ technical experts.



from human genes. (D.l. 425 at But MorphoSys’argument igpremised on a flawed
interpretdion of “derived from a non-human source.” MorphoSggrpretatiorexcludes the
specification’ssole example of an antibody “derived from a non-human souradfahsgenic
mouse which bears a heterologous immune systeBe& {46 patent, 6:61-7:22) Thus,
MorphoSys’ argumerfails as a matter of lawSeeMarkman v. Westview Instruments, |rigl7
U.S. 370, 388-91 (1996).

The conclusion that daratumumab is not a human antibody follows from the Court’s
conclusion that daratumumab is a humanized antibody and MorphoSys’ admisstonriieat”
and “humanizedare mutually exclusive Even without MorphoSys’ admission, the Court
concludes that an antibody produced using a transgenic mouse is azaadaatibody because
it is, as any reasonable factfinder would conclude, “from (either in whole or in part) a nanhuma
species Further, it is not a human antibody becausgnit “not from . . . a nonhuman
species.”

MorphoSys notes that Janssen has characterized daratumumab as “human” torgegulat
(D.I. 425 at 1) In those contexts, however, Janssen was nottlisiteym “human” as it appears
in the @tentsor, crucially, as construed by the Court. At best, Janssen’s usage of “human”
might beconsideredxtrinsic evidence as the ordinary meaning of thaaim term, but such
extrinsic evidencenaynot be used to modifhe meaning clearly directed likie intrinsic
evidence.SeePhillips v. AWH Corp.415 F.3d 1303, 1316 (Fed. Cir. 2005).

2. Doctrine of Equivalents

MorphoSys contends that even if the “human” antibody claims are not literallygiedtin
they are infringed under the doctrine of equivalents. (D.l. 42518) @anssen argues that the
doctrine of equivalents does ragiplyfor three reasongl) the disclosure-dedication rule;

(2) the specific exclusioprinciple; and (3) prosecution history estoppel. (D.l. 385 at 7-10)
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The Court finds that both disclosutledication and specific exclusiapplyandwill not
reach the issue girosecution history estoppel.

a. DisclosureDedication

Under the “disclosure-dedication” rule, the doctrine of equivalents is unavdibable
subject matter disclosed in a patent but not included in the claims at dsgueson & Johnston
Assocs. Inc. v. R.E. Serv. C235 F.3d 1046, 1054-55 (Fed. Cir. 2002) (en banc). “[T]he
relevant test is whether one of ordinary skill in the art reading the patent cenldidyic specific,
unclaimed alternative and understand that it could be used as a substitutecfamtied matter.”
Cent. Inst. for Experimental Animals v. Jackson |L@B6 F. Supp. 2d 1045, 1048 (N.D. Cal.
2010} see alsaroro Co. v. White Consol. Indus., In883 F.3d 1326, 1334 (Fed. Cir. 2004).
Disclosure-dedication is a questiohlaw. SeeToro, 383at 1331.

In the view ofJansserthe patents note that humanized antibodies could be made from
transgenic mice but do not claim (in the relevant claims) such antibddds 385 at 78)
MorphoSys counterthatthedisclosurededicationrule does not apply because the patents do not
describe “humanized” antibodies as an alternative to “human” antiboels 425 at 9-10)

The Court concludes that the disclosure-dedication doctrine applies here. A person of
ordinary skill reading the patent would identify humanized antibodies as an @teitoahuman
antibodies.See, e.¢.'746 patent, 6:57-60T he antibodies of the invention . . . may be human
or humanized”)jd. 6:61-7:22 (defininghuman” aatibody as “not humanized,” and defining
“humanized” antibody as having “non-human” source or origeh)cl. 1 (claiming *human or
humanized” antibodies)Therefore havingclaimedonly human antibodies someclaims,
MorphoSys cannot now argtigatthose claims should also cover humanized antibodies under

the doctrine of equivalents.



b. SpecificExclusion

Under the “specific exclusiorgrinciple, the doctrine of equivalents cannot broaden a
claim tocoverafeature that isthe opposite of, omconsistent with, the recited limitatidn.
Augme Techs., Inc. v. Yahoo! In55 F.3d 1326, 1335 (Fed. Cir. 2014). Whether a purported
equivalent is gecifically excludeds a question of lawSeelLockheed Martin Corp. v. Space
Sys./Loral, InG.324 F.3d 1308, 1318 (Fed. Cir. 2003).

Janssen contends that daratumumab is specifically excluded because it is addimaniz
antibody, which is the “opposite[]” of a human antibody. (D.l. 8889) In its briefing,
MorphadSys contendethatspecific exlusion does rnoapply because “human” and “humanized”
are not mutually exclusive. (D.l. 425 at 10) However, as noted above, MorphoSys admitted
duringoral argument that “human” and “humanized” are mutually exclusive terraenasued
by the Court.(Tr. 21-22)

The Court concludes that humanized antibodies are specifically excludeth&olaims
directedsolelyto human antibodies. This conclusion follows logically from MorphoSys’
admissiongiven that a human antibody cannot also be a humanized antibodyidanversa),
thetermsare“inconsistent with each other Augme 755 F.3dat 1335. Moreover, a holding that
humanized antibodies were equivalent to human antibodies wendér theclaim term“human
or humanized” redundanCf. WarnerJenkinson Co. v. Hilton Davis Chem. Cs20 U.S. 17,

29 (1997) (“It is important to ensure that the application of the doctrine [of equivakareag]as
to an individual element, is not allowed such broad play as to effectively elntivad element
in its entirety.”) Therefore, daratumumab is specifically excluded from the “human” antibody

claims.



V. INVALIDITY

Janssen moves for summary judgment of invalidity of all asserted d@ifedure to
comply with the written description amthablementequirements of 35 U.S.C. § 11(D.1.
382). Janssen also moves for sumnjiagdigment of invalidity of the Binding Clairislue to
indefiniteness. 1¢l.) MorphoSys moves for summary judgmehnho invalidity for lack of
enablemenon the 192-206 @ims’ (D.l. 390)

Section 113 provides, in pertinent part, that:

The specification shall contain a written description of the invention

and of the manner and process of making and using it, in such full,

clear, concise and exact terms as to enable any person skilled in the

art to whid it pertains, or with which it is most nearly connected, to

make and use the same . . ..
Section 112 sets out separate requirements for written description and enabf&eeeAriad
Pharm., Inc. v. Eli Lilly & Cq.598 F.3d 1336, 1344 (Fed. Cir. 2010) (holding that written
description and enablement requirements are sepafk)these requirementsften rise and
fall togetrer.” Id. at 1352.

For the reasons belowhe Court will granin-part anddenyin-part Janssen’s motion and

will denyMorphoSys’ motion.

® The Binding Claims are claims 14, 15, 18, 27, and 28 of the '746 patent; claims 1, 5, 6, 11, 12,
and 15 of the '061 patent; and claims 1, 2, and 3 of the '590 patent. (D.l. 383 at v)

" The “192-206 Claims” are claim 18 of the ‘746 patent; claims 1, 5, 6, 11, 12, and 15 of the ‘061
patent; and claims-3 of the ‘590 patent.

8 The statute was amended in September 2011 by the America Invents Kct)(“Seeleahy
Smith America Invents Act, Pub. L. No. 112-29, 125 Stat. 284, 300-01 (2011). TA&Yre-
version of § 112 applies in this case. The post-AlA version of this portion of the &atute
identical to the préAlA version.
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A. Written Description
1. Applicable Standard

Whether a specification satisfies the written description requirement istoquef fact.
See GlaxoSmithKline LLC v. Banner Pharmacaps, If#d F.3d 725, 729 (Fed. Cir. 2014)o
comply with the written descriptiorequirenent, a patens’ specification “must clearly allow
persons of ordinary skill in the art to recognize that the inventor invented whamed/ai
Ariad, 598 F.3d at 1351 (internalterationsand quotation marks omitted).o meet this
standardthe specification must convey that the patefiteel possession of the claimed subject
matter as of the filing date.ld. at 1350. To show possession of a geraupatentee must
disclose(1) “a representative number of species falling within the scope of the genus”

(2) “structural features common to the members of the genus,” so that “one of skill incie ar
‘visualize or recognize’ the members of the genud.”

“[A]n adequate written description requires a precise definition, such asioiuse,
formula, chemical name, physical properties, or other properties, of spdiargsvihin the
genus sufficient to distinguish the genus from other materi&sgents of the University of
California v. Eli Lilly & Co.,119 F.3d 1559, 1568 (Fe@ir. 1997). “[FJunctional claim
language can meet the written description requirement when the art haslestbalcorrelation
between structure and functionEnzo Biochem, Inc. v. GelArobe Inc, 323 F.3d 956, 964
(Fed. Cir. 2002).The adequacy of the disclosusevaluated in view of “the existing knowledge
in the particular field, the extent and content of the prior art, the maturity ofitmesor
technology, [and] the predictability of the aspect at isséeiad, 598 F.3d at 1351.

2. Analysis

Janssen contends thhe claims lack sufficient written description because the patents

fail to disclose (1) any specie$the Binding Claims (D.l. 383 at 13-}172) sufficiently
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representative speciés any claimed genugd. at 19-24), and (3) common structural features
sufficient to visualize or recognize the claimed genieraat 2426).

For the reasons below, the Court concluties a reasonable factfindeould findthat
(1) aspecies was discloséor the Binding Claimsand (2) repremntative species were disclosed
for all asserted claimsThe Court also concludes that any reasonable factfinder would find that
the patentgail to disclose structural features common to the members of the genus in a manner
sufficient to meet the writtedescription requirement.

a. Binding Claims

Janssen first argues that the patents lack written description for the B@ldints,
which are claims on antibodies that binctcéstain part®f the CD38protein. (D.l. 383 at 12-37
Specifically,Janssen contends that the patents fail to show actual possessigyrsjpécieof
the Binding Claims (Id. at 1314) To Janssejthe specification identifiesnly binding sites
using peptide mapping experiments, and a person of ordgkiirin the art(*POSA’) would
know that peptide mapping experiments do not reliably identify binding sitksat (416)
Janssen further contends that the binding sites identified in Figure 7 of the fmatents
particular antibody (MORO03080) are demonstrably false; Janssen conducteayan x-
crystallography experiment that, according to Janssen, proves that MOR03080 cabgatigt
bind to CD38at the locationg&entified in Figure 7. I(l. at 1617) Janssen also cites reisul
obtained by MorphoSys in another peptide mapping study (“the Replitope Reparshowed
different binding locations for MOR03080, and contends that the Replitope Report further
illustrates the unreliability of the binding data disclosed in the paf&htat 7-8) In view ofall
this evidence, Janssen asserts that no reasonable factidefindthe specification convey
that MorphoSys was in actual possessioamyfantibodies that bind to the regions of CD38

claimed in thepatents. 1. at 13)
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MorphoSys counterthat everthough peptide mapping results “do not necessarily
perfectly correspond” to the binding location in a patient, peptide mapping is @ tvalli that,
at the time of the patentvas “widely used” to predict binding. (D.l. 4241718) MorphoSys
notes tlat Defendantbave also usepeptide array$o characterize binding and have presented
these resultto the PTO and the FDAIM at 1718) MorphoSys contends thinssen’'s-ray
experiment is not relevant to the written description inquiry becauseutred after the priority
date of the patentand,in any eventthat thex-ray crystallography data does not disprtve
resultsdisclosed in Figure 7.1d. at 1617)

Having considered the parties’ arguments and evidence, the Court concludegéhat the
are genuine disputes ofaterialfact that preclude summary judgment of lackvoikten
descriptionfor the Binding Claims A reasonabléactfindercouldfind thatpeptide mappig was
recognized asulfficiently reliableto demonstrate possession to a POS®ee(e.q.D.l. 387 Ex.
12, Messind Reb. 1 77, 387, 386, 388, 456-460; D.l. 387 Ex. 11, Hub8&db. 1 51-54)
Janssen is correct that pgstority-date evidence can be considevdtkre, as herd, is used to
evaluate whether the disclosed species sufficiently représenlaimed genera&SeeAmgen, Inc
v. Sanofi872 F.3d 1367, 1379 (Fed. Cir. 2017). Even so, based on the record e\adence,
reasonable factfinder taking the evidence in the light most favorable to MorphoSys — could
find that Figure 7 of the patentenveys possession, notwithstanding thraykerystallography

data and the Replitope ReporSeg e.g.D.l. 389 Ex. 15A, RobinsdhOp. 1 43; D.I. 426 Ex.

% Dr. Jaachim Messing is one of MorphoSys’ technical experts.
10 Dr, Stevan R. Hubbard is one of MorphoSys’ technical experts.

11 Dr. William H. Robinson is one of Janssen’s technical experts.
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59, Ravetch? Dep. 296; D.l. 387 Ex. 12Vlessing Reby 454 D.I. 426 Ex. 54, Eck Dep. 78-79,
80, 85, 107, 113-14, 177; D.I. 426 Ex. 58, FétHieBep. 46-47, 85-8@).1. 387Ex. 12,
Messing Rebf 95

Therefore, the Court will deny this portion of Janssenimmary judgment motion

b. Representative species

Janssen next argues that the patdatsot provide “a representative number of species”
for any of the claimed genera(D.l. 383 at 19-24)eealsoAriad, 598 F.3d at 1350To
Janssen, this conclusion follows from the following facts Jaassemrontendsarenot in
genuine disputdg1) theclaims cover a very large number of actual and potential antibodies (D.I.
383 at 1819); (2 the four disclosed antibodies differ dramatically from one another and from
the other antibodies that fall within the scope of the claims (D.l. 383 at 20-21; D.k 844;a
(3) the potentialariantsof the four disclosed antibodies are not representative of the full claim
scope (D.l. 38&at21-22; D.I. 444 at 5-6); and)daratumumab binds to completely different
parts of CD38 than the disclosed antibodies and could never have been made using the phage
display method described in the patent (D.l. 383 at 22-23; D.l. 444 aa63sen atscontends
thatDr. Messing'’s testimony that the four disclosed antibodies are repregergfiawed
because he applied the wrong standard. (D.l. 383 at 23-24)

MorphoSys counterthatthere is a genuine issue as to the representativeness of the
disclosedspeciedecause(l) genuinedisputes of fact exist regarding the size of the claimed
genera (D.l. 424 at 182); (2)daratumumab and MORO03079 have substantial structural

similarity, including 90% sequence similarity (D.l. 424 at 13); (3) daraturbuwaoald have been

12pr. Jeffrey V. Ravetch is one of Janssen’s technical experts.

13Dr. James Féthiére is one of Janssen’s technical experts.
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made by a POSA employing the teachings of the patents (D.l. 424 at 13); bedi(és
daratumumahj]anssen has not actually identified any antibodies that are effeatiaee not
variants of the disclosed antibodies aetifall within the scope of the claims (D.I. 424 at 13-
14).

The Court concludes th#tere are genuine issuesnoéterialfactthatpreclude summary
judgment hereFor examplea reasonable factfindeouldfind thatthe four disclosed antibodies
are representative of all known members of the claimed genehading daratumumab.Sge,

e.g, D.l. 386 Ex. 4C, Bradbuf§ Rep. § 175; D.I. 387 Ex. 12, Messing Reb. { 277; D.I. 426 Ex.
56, Bradbury Dep. 274)
Therefore, the Court will deny this portion ohdaen’s summary judgment motion

C. Common structural features

Janssen also contends that the patents fail to disclose any structural eleatemntsid
“inform one of skill how to identify antibodies possessing the claimed proper{ipsl.” 383at
24).

The Court agrees. As Janssen points out, the claims “cover any and all CD38 antibodies
that satisfy broad functional tests, yet the specification does not teachdbssary correlation
between those claimddnctional properties (i.e., binding within specific locationsdifferent
cell-killing activities) and thestructural characteristicqe.g., the amino acid sequence) of
antibodies having those propertiesld. @t 17) Indeednultiple MorphoSys withesses admit
thatan antibody’s sequence cannot be used to predict its binding propesees.e(@.D.l. 392

Ex. 20, Messindep 210-12(stating that “you couldn’t say in terms of the primary sequence

14 Dr. Bradbury is one of Janssen’s technical experts.
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anything about the properties of the protei)l. 387 Ex. 12, Messing Reb.  2&24ting that
“sequence similarity . . . does not tell you about binding properties of antibodiels’39REX.
21, Lande® Dep. 79-80 6tating that [t] he primary sequence can't tell you where it's going to
bind’)) In fact,it is undisputed thatven small changes ain antibods sequenceparticularly
in the antibody’'ssomplementarity determining regigrcan have dramatic and unpredictable
effects on function. SeeD.l. 392 Ex. 22, Luntf Dep. 18384 (stating that “a single point
mutation . . . maybe . . . would change the binding of the antibody . . . to its target”); DEx.392
20, Messindep. 163-64(agreeing that “you can’t necessarily predict what the result of the
changdto an antibody’s sequence] is, but you can screen for it”) MorphoSys’ ekpert
Messing, when asked in deposition if he would kwavether a change rda to an antibody’s
sequencevould “make the antibody better, worse or the same,” answ&ed. . . [T]hat's
why you have to do the validation, the experiment.” (D.l. 392 Ex. 20, Messing DEp. 16

Given the undisputed lack of a known relationship between an antibody’s structure (its
sequence) and its function (its binding properties), the only reasonable conclusiothis tha
specification does not sufficiently disclosteuctural features common to ttmembers of the
genus.See AbbVie Deutschland GmbH & Co., KG v. Janssen Biotech7%$cF.3d 1285, 1301
(Fed. Cir. 2014).

MorphoSys contend$hat a POSA could visualize the claimed genera bedhastaims
recitestructural limitations (SeeD.l. 424at 1415) In particular, MorphoSys citegrtain
claims’ limitations to “human or humanized” antibodiémitations to “IgG” or “IlgG1”

antibodies, and limitations to antibodies witfH3 heavychain” and a “kappa light chain.”

15 Dr. Gregory Landes is one of MorphoSys’ technical experts.

18 Dr, Frances Lund is one of MorphoSys’ technical experts.
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(Id.) As Janssen points out, it is undisputed thatstructural features are present in many
antibodies that do not bind to CD38, and some of the disclosed anti-CD38 antibodies do not
possess these limitations. (D.l. 383 at 24-25) (citing D.l. 386 Ex. 4A, Bradbury Op. 11 256, 475
76) Thusthe asserted clairhstructural limitations do ngbrovide structure sufficient to satisfy
the written description requirement.

MorphoSys also contends that tii@ique structural motif” identified by Dr. Messing
provides substantial evideeof common structural feature¢D.l. 424 at 14-1% Dr. Messing
obtained thenotif (“the pentapeptide motif'hy looking at a disclosed embodiment,

MORO03079, and daratumumab, and identifying what MorphoSys contends are common
structural features between tharts of theawo antibodieghat bind to thd92-206 region of the
CD38 protein. Ifd.) However, the pentaptide motif is not properly considered because it relies
on knowledge that a POSA did not have at the priority date gfatemts—namely,

daratumumals amino acid sequence and the knowledge that daratumumab binds to ££238.
Ariad, 598 F.3d at 1351 [A] written description analysis occurs ‘as of the filing date sought.”).
MorphoSysadmits that the motif is pasgriority-date evidence, blikensit to evidence allowed

in Amgen 872 F.3d at 1379(D.l. 424 at 15-16) MorphoSys’ analogy is unpersuasiue.

Amgen the postpriority-date evidence including the existence of the accused compounes-
heldadmissiblebecause it was relevant to the number and nature of species that actually exist
within the claimed geras See872 F.3d at 1373. The pentapeptide motif, on the other tiand,
evidence illuminating the state of the art subsequent to the priority date¢harefore “is not
relevant” to the written description inquiryd.

For these reasons, the Cowill grant summary judgment with respect to tis¢ructural

features” prong of the written description issue.
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B. Enablement
1. Applicable Law

“Enablement is a question of law based on underlying factual findiddadgSil Corp. v.
Hitachi Glob. Storage Techs., In687 F.3d 1377, 1380 (Fed. Cir. 2012nablement serves
the dual function in the patent system of emguadequate disclosure of tHaimed invention
and of preventing claims broader than the disclosed inventidndt 1380-81.

“To be enabing, the specification of a patent must teach those skilled in the art how to
make and use tHall scopeof the claimed invention without undue experimentatidd.’at
1380(internal quotation marks omittedmphasis added). “Thus, a patentee chooses broad
claim language at the pkof losing any claim that carot be enabled agss its full scope of
coverage.”ld. at 1381. “The scope of the claims must be less than or equal to the scope of the
enablement to ensure that the public klealge is enriched by the patent specification to a
degree at least commensurate with the scope of the claichgiihternal quotation marks
omitted).

“Whether undue experimentation is needed is not a single, simple factual datemi
but rather is a conclusionaehed by weighing many factual considerationis re Wands858
F.2d 731, 737 (Fed. Cir. 1988). Although “a specification need not disclose what is well known
in the art,” [tjossing out the mere germ of an idea does not constitute enabling disclosure.”
Genentech, Inc. v. Novo Nordisk A188 F.3d 1361, 1366 (Fed. Cir. 199T).addition,apatent
“cannot simply rely on the knowledge of a person of ordinary skill to serve astdaigalier the
missing information in the specificationALZA Corp. v. Andrx Pharm., LLE603 F.3d 935, 941

(Fed. Cir. 2010).
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2. The requirement to enable the “full scope’of the claims

Each party contends that the other misstates the law for enablement, qudyticul
regarding the requirement to teach the “full scope” oftkrention. (D.l. 399 at 30; D.I. 418 at
4-15; D.1. 442 at 17-19) Given the parties’ dispute, the Courtedtribdts understanding of
the “full scope” requirement in further detail.

The “full scope”requirement does not require the specification to “provide a detailed
recipe for preparing every conceivalpermutatioh of aclaimedembodiment.Pfizer Inc. v.
Teva Pharm. USA, Inc555 F. App’x 961, 967 (Fed. Cir. 201Mlor needa specification
disclose whiclspecificcompounds are covered by a claim and which are ®e¢Application of
Angstadt 537 F.2d 498, 502 (C.C.P.A. 1976).

However,it is not alwayssufficient if a specification merely enabl@® OSA to practice
an embodiment of the claimed inventioho the contrarythe Federal Circuthas repeatedly
found claims not enabled despite a specification’s disclosure of operative emisdiSee,
e.g., Wyeth & Cordis Corp. Abbott Labs.720 F.3d 1380, 1384 (Fed. Cir. 2018)agSil Corp.
v. Hitachi Global Storage Techs., In687 F.3d 1377, 1382-83 (Fed. Cir. 201}rick v.
Dreamworks, LLC516 F.3d 993, 999-1000 (Fed. Cir. 2D0Bor example, irsitrick, 516 F.3d
at 999-1001claims directed to integratiragdio into a prexisting video game or movigere
not enabled, even though the specification enabled the techarquideo games, because the
specification did not enable the technique for movlasMagsSil 687 F.3d at 1379-84|aims to
a semiconductor device that could change in resistance by “at least 10%” were not enabled,
though the specification enabled a device that changed resistance by 11.8%, thecause
specification did not enable devices that changed resistance by 100% or 1000% frerce
Wyeth 720 F.3d at 1382he patentlaimed methods dfeatingan arterial disease usingya

rapamycincompoundwith specified structuradnd functional propertiesnd disclosed a
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rapamycin compound, sirolimus, that hasspecifiedproperties The Court held that the claims
were not enablebdecausehe specification did not enable the makingoy claimed rapamycin
compound other thasirolimus Seed. at 1382-86.

Thepatternthe Court discernsom these casas this the full scope of alaimis not
enabled when there is @ambodimentvithin the claims scopethata person of ordinary skill,
reading the specification, would bealnte to practicavithout undue experimentation.

3. Pertinent facts that are either undisputed or, based on
the record, can only reasonably be resolved in Janssen’s favor

a. The number of uniqgue human antibodies
that bind to CD38 is very large

Any reasonabléactfinderwould have tofind thatvery manyuniqueant-CD38
antibodiesexist Dr. Bradbury'very conservative[ly]” estimates that there aré®(gen
quintillion) antrCD38 antibodies. (D.l. 386 Ex. 4A, Bradbury Op. {1 184-250) Although
MorphoSys disputes Dr. Bradbury’s methodology and this particular number (D.I. 4222t 18-
D.I. 424 at 33-38; D.I. 442 at 20), MorphoSys does not genuinely dispute tlaactirate
number isverylarge (See, e.g.D.l. 392 Ex. 20MessingDep. at 126-27 [Dr. Messingagreeing
there are “millions” or “billions”of variations of disclosed antibodieg&); 134 (“[T]here are so
many. . .you couldnt write them out . .one neither cafwrite] them out or make theny”)
MorphoSys’ expert, Dr. Messing, when asked in deposition “how many antibodies agktttoou
bind to a single antigen,” responded: “that number’s, of couesg,large” (D.l. 392 Ex. 20,

Messing Dep. at 244-45)
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b. A very large number of human anti-CD38 antibodies
alsomeeteach assertealaim’s other limitations

Each of theasserted claimiémits the recitechumananttCD38 antibodies imultiple
ways For examplegertainclaims limitthe antibodies t¢1) beinglgG or IgG1 antibodies’’
(2) havinga specified antibody dependent cellularotgkicity (ADCC) orcell dependent
cytotoxicity (CDC) effectivenes®¥ (3) bindingto specific epitopes® (4) beingused in
treatment® and(5) havingspecific structural characteristiés

According to Dr. Bradburg estimateswhich he characterizes as “very conservative,”
the most limiting clain(claim 3 of the ‘590 patent) woulmbver0.5% of all human anti-CD38
antibodies. (D.l. 386 Ex. 4A, Bradbury Jp300) In his estimationevery other claim would
cover a evengreater percentage df human anti-CD38 antibodiesId( T 301)

MorphoSys does natppearto disputeDr. Bradbury’s estnates of the percentagé
human ant€D38 antibodies that would meet the claims’ various other limitatiordeed,
many of Dr. Bradbury’'s estimatasebased on testimony by MorphoSexperts. $ee, e.gid.
1258 (relying on Dr. Ravetchtgstimony);id. 268 (relying on Dr. Eck’s testimony))

It follows thatany reasonablactfinderwould have to findhateach claim covers a very

large number of antibodies.

17 Claims 6, 7, 12, and 13 of the ‘746 patent; claim 1 of the ‘590 patent.
18 Claims 1, 6, and 7 of the ‘746 patent, and claims 8, 12, and 13 of the ‘746 patent, respectively.

19 Claims 14, 15, 18, 27, and 28 of the ‘746 patent; claims 1, 5, 6, 11, 12, and 15 of the '061
patent;and claims 1, 2, and 3 of the '590 patent.

20 Claims 1, 5, 6, 11, 12, and 15 of the ‘061 patent.

21 Claims 1, 2, and 3 of the ‘590 patent.
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C. “Non-conservative” variants of known antibodies
would have tobe screenedo determine their effectiveness

It is undisputed that there are two ways of making new antibtdtaésome within the
scopeof the claims(1) de novgthrough methods like phage display (whickreused to
discover the antibodiesxpresslydisclosedn thepatents) and transgenic mice (which wesed
to discover daratumumal)r (2) by making variants of known effective antibodi€s746
patent, 10:44-15:5D.1. 387 Ex. 12, Messing Ref)] 21227, 360) It is also undisputed that
variantsof an antibody can be made by substituting amino acids in either the frameworisreg
of the antibody or in the CDRs of the antibody. ('746 patent, 10:65-12:2, 15:3-8; D.I. 387 EXx.
12, Messing Reb. {1 212-27)

It is furtherundisputed that “conservativeariantsof antibodies that are known to be
effectivewould be “reasonably expectetti be effective.(D.l. 386 Ex. 4C, Bradbury Rep.

1 110; D.1. 426 Ex. 56, Bradbury Dep. 202.7-1¢re, “conservative” refers to “conservative
point substitutions,” a process by which one makes substitudidpsvithin the framework

regions of an antibody. (D.l. 387 Ex. 12, Messing Ri§l212, 320) Based on the record, a
reasonable factfindevould have to find that such “conservative point substitutions” would have
a “small impact” on the antibodyfsinctionalpropertiesincluding whether it binds to CD38.

(D.I. 387 Ex. 12, Messing Rebf 212, 320

However, it isfurtherundisputed thaan anibody made vianon-conservativeehanges,
especiallyby changes to the antibody’s complementadiétermining regions (CDRs)ould
have tobe screeneth order to determine isffectiveness. ee e.g, ‘746 patent, 15:3-17
(discussingnaking“variants . . . by diversifying one or more amino acid residuepreferably
... in one or more CDRs, and by screening the resulting collection of antibody vanants f

variants with improved properties’D.l. 386 Ex. 4C, Bradbury Rep. 1 38; D.l. 392 Ex. 20,
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Messing Dep. 162-63{ating it‘makes sense” that “changes to the CDR region would be more
likely to affect the activity of the antibody”)d. 163-64(agreeing “you can’t necessarily predict
what the result ofchanginga CDR]is, but you can screen for it'id. 244-45;see alsad. 100
(noting that when making changes to antibodies, “[y]Jou would have to search out whigh chan
is good, and there could also be some that are not)good

Thus any reasonable factfindeould have tofind that new antibodies within the claims
can be @scovered by varying known antibodies, and when this is done bgarservativeoint
substitutions, the resulting non-conservative variant would neleel $oreenetb determine its
effectiveness.

d. Daratumumab is not a conservative
variant of any antibody disclosed in the patents

There is no genuine dispute that daratumumab is not a conservative vaaiayt of
disclosed antibody. This conclusion follows logically from the following undisputesl. fAs
discussed above, it is undisputed that an antibody’s binding properties are substantially
dependent on its CDR, and tlthtanges to DR affectan antibody’s binding properties in an
unpredictable mannerThus,substantiallichanging the CDR of an antibotnot a
conservative variation. It elsoundisputed thadaratumumab’s CDR is only 35% similar to that
of MOR03079, thenost similardisclosed antibody(D.I. 386, Ex. 4D, Bradbury Corr. I 319)
Hence the only reasonable conclusion is that daratumumab is not a conservative variant of
MORO03079.

e. Obtaining antibodies within the claims that are not

conservative variantsof disclosed antibodiesvould
require substantial time and effort by aPOSA

While not undisputed, any reasonable factfinder would concluda fR&SA would

requiresubstantial timeand effort to discover antibodies within the claims that are not
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conservative variants of the disclosed antibodies. As discussed above, a POSA cousiobta
an antibodyeither by: (1)designinga variantof a known antibodyor (2) by isolatingan
anibody using ale novatechnique.In either caseas Janssen points ougdth[antibody]
would need to be designed or isolated, synthesized, and then screenedkitingetietivity,
binding to various regions of CD38, and/or treatment of cancer egugsced to determine
whether it met the framework limitations of the '590 patefD.I. 383 at 29)
Based on the record evidence, the only reasonable conclusion is that these steps would
take a substantial amount of time and effénbr examplethree ofMorphoSys’ experts
characterizeé screening techniques as “extremely laborious [and] involvingamnidkrror

experimentation,andexhibiting “a lot of variability,” “tak[ing] a while to get them up and
running,”such asa period of months” or “longr.” (D.l. 387 Ex. 11, Hubbard Reb. { 26
(describing xray crystallography)i.andes Depat 192-93describing cetkilling assays)D.l.
392 Ex. 20, MessinBep. 260(describing cekkilling assays)

MorphoSys’ own experience developing the disclosed antibodies supports this
conclusion. It took MorphoSysur years between starting its CD38 program and filing its first
provisional patent applicationD(l. 387 Ex. 12, Messing Reb. 1 363geveraimonths of that
time were needetb isolate, purify, andharacterize the four disclosed antibod2d.(392EXx.

28, Dep. Ex. 1006 at 30) That MorphoSys attempted to develop MOR202 continuously for 15
years and still failed to obtaolinical approvafurtherdemonstratethe difficulty of antibody
development. §.1. 392 Ex. 24, Urban Tr. at 384-86) While there may well be genuine disputes
as to the precise degree of difficulty, and the specific amount of time andrefforred by a

POSA to obtain a nonenservative but claimed variant, any reasonableiffigetf would have to

find that the time and effort involved would be substantial.
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4, Application of the Wandsfactors

In view of the factual conclusions above, any reasorfabténderwould find that
practicing the claims’ full scope would require experimentation. To determnatherthat
amountof experimentation isundue,”the Court willevaluate th&andsfactors. SeeAlcon
Research Ltd. v. Barr Labs., In@45 F.3d 1180, 1188 (Fed. Cir. 2014he Wandsfactors are:
“(1) the quantity of experimentation necessary, (2) the amount of directiondangei
presented(3) the presence or absence of working examples, (4) the nature of the invention,
(5) the state of the prior arg)(the relative skill of those in the art, (7) the predictability or
unpredictability of the art, and (8) the breadth of the claims.” 8584t.38l7.

Applying theWandsfactors, the Court concludess a matter of lawhatundue
experimentationvould beneededo practice the full scope of tlwdaimedinvention. First, with
respect to “the quantity of experimentation necessary,” the Court finds thatingtantibodies
within the claimgqother than conservative variants of disclosed antibodies) would&eq
substantial time and effort by a POSAurning to “the amount of direction or guidance
presented” and “the presence or absence of working examples,” the specificationebre larg
unhelpful. Although the patents provide four working examples, they do not teach a POSA how
to predict from an antibody’s sequence whether it will bind to CD38. Nor do the patents
improve a POSA'’s ability to discover any of the countless antibodies withindpe s€the
claims that are not a conservative variara disclosed antibody. Rather, a POSA attempting to
obtain a claimed antibody that is not a variant of a known antibody would have to do egsentiall
the same amount of work as the inventors of the patersisit; like the inventors, a POSA
would have to discover these antibodiesnovathrough phage display or another technique.

(Compare746 patent, 22:26-28 (noting that disclosed embodiments were generated using phage

25



display)with D.I. 387 Ex. 12, Messing Reb. T 352 (stating that POSA could use phage display or
other techniques to generate further CD38 antibodies))

The specifications’ deficiencies are particularly acute in view of thefoexfactors:

“the nature of the invention,” “the state of the prior art,” “the relative skithose in therd,”

and “the predictability or unpredictability of the art.” A POSA would know that contbegva
variants of the disclosed antibodies could be designed and would be “reasonably expduted”
effective even without screening. However, not all antitodmered by the claims are
conservative variants of disclosed antibodies. That is, the cédsmencompass non-
conservative variants. A POSxould not be able to predict the function of these antibodies
from their sequences. Rather, a PG®3ald only discoveclaimed embodiments that aren-
conservative variasteither (1) though trial and error, by making random, caorservative
changes to the disclosed antibodies and then screening those antibodies for aebirgd bi
properties, or (2) by discovering the antibodlesnovousing, for example, phage display or
transgenic mice. Each of these techniques would take a POSA substantial timerand eff
Turning to the final factor, the Court finds that “the breadth of the claims” fiewgest.
There are a very large number ofiadD38 antibodies, and a very large numbetheinmeet
the claims’ other limitationsWhere, as here, the claims recite functional limitations that cover
countless embodiments in an unpredictable field, the specification must do moreatieaa pl
POSA at “a starting point . for further research” anidstruct thento “engage in an iterative,
trial-anderror proces$ ALZA Corp. v. Andrx Pharmaceuticals, LL60)3 F.3d 935, 941 (Fed.

Cir. 2010). Yet, with respect to the claimed noonserative variants, that is essentially what

the patents here do.
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MorphoSys contends that any experimentation required to practice the invention would
be “routine.” Gee, e.gD.l. 424 at 27-28; D.l. 399 at 28-33; D.I. 442 at 13-15) In particular,
MorphoSys contends that a POSA could “readily” generate a number of antibodiespocludi
MORO03079 and related antibodieghicha POSA could “reasonably expect” to comi¢hin the
claims. (D.l. 399 at 29; D.I. 424 at 27; D.l. 442 at 13) To MorphoSys, the specification
“supplement[s] the knowledge of a POSA that amino acid substitutions between seaquences
often tolerated without giving rise to substantial differences in behaviorl” 424 at 27)
(internalquotation mark®mitted) But this contention -even accepted as true at this stage
does nogetto therelevantquestionwhether thdull scopeof the claimswhich is quite broad,
is enabled While certain conservative amino acid substitutions worddte new antibodies
while preservinga known antibody’s propertiesiany claimedantibodies could not be
discoveredy makingconservative substitutions.

For all of these reasons, applicationttd WWandsfactors leads the Court to conclude that
the claims are not enabled.

5. Comparison toWyeth Enzo, and Idenix

Janssen analogizes timstantcase tahose confronted bthe FederaCircuit in Wyeth
andby this Court inEnzoandldenix (the cases collectively referred to &VEI"). SeeWyeth
720 F.3dat 138Q Enzo Life Scis., Inc. v. Gdtrobe Inc, 2017 WL 2829625 (D. Del. June 28,
2017} Idenix Pharm. LLC v. Gilead Scis., In2018 WL 922125 (D. Del. Feb. 16, 2018)he
Court agrees with Janssen that these three cases further support the Gocltisan here of
non-enablement.

As in WEI, theclaimshereare directedo a composition of matter genus that is claimed
partially by the composition’s structure andtgly by its function. Compare’590 patent, cl. 1

(claiming antibody with recited structuri@aturesand binding propertiesyith Wyeth 720 F.3d
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at 1382-83claiming treatment ofestenosisising effective amount of rapamycin compaojnd
Enzq 2017 WL 2829625t *1-4 (claiming oligoor polynucleotide with recited structural
features that hybridizes to nucleic acid sequence of interest and is detectaliigtaftization;
andldenix 2018 WL 922125at*10 (claiming treatment of hepatitis C usingcleoside with
recited structural properties)

Similarly to WEI, the specificatiomereallowsa POSA taeadily make and usome
species Compare'746 patent, Fig. 7, 15:17-2diéclosingfour antibodies andescribing
process of makingonservative variantgndD.l. 386 Ex. 4C, Bradbury Rep. T 159 (“I do not
dispute that the specification enables one of skill in the art to make the four antaoxidadb/
disclosed in sequence terms therein . . with Wyeth 720 F.3d at 138M(sclosing sirolinus, a
working embodiment Enzq 2017 WL 2829625t *5-6 (disclosing‘Example V”); andldenix
2018 WL 922125, at *11 (disclosing workiegamplenucleosidels

However, also as IWEI, the compositions disclosed in the patents are only a small
subset of those thaatisfy the claimsstructural limitations (Compare suprdV.B.3.d, with
Wyeth 720 F.3d at 1384 (finding that “tens of thousands” of compounds met structural
limitations of claimg; Enzq 2017 WL 2829625at *6 (finding there were “a vast numbBeof
possibé variants to claimed inventiirand Idenix 2018 WL 922125at *12 (finding that
structural limitations were satisfied bigillions” of compounds).

Like in WEI, the invention here is in an unpredictable field; a POSA could not determine
a new composition’s functional properties solely from its structu@emfpare suprdVv.B.3.d
with Wyeth 720 F.3d at 1385 (finding that “even minor alterations” to disclosed species could
impact its efficacy)Enzq 2017 WL 2829625t *6 (“[T] he relevant field [here] is even more

unpredictable than iVyeth”); andldenix 2018 WL922125 at *19 (finding that “the activity of
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a modified nucleoside, and especially its effectiveness in treatment of BlGhpiiedictable —
even for compounds satisfying the Structural Limitations”).

And, importantly as inWEI, a POSA would need to engagdime-consuming, non-
routinetrial-anderror testingn order to obtairtlaimedbut-not-disclosed compositions.
(Compare suprdV.B.3.ewith Wyeth 720 F.3d at 1385%{ating thaPOSA would need to
engage in “laborious iterative process’determine what candidates fall within claimed ggnus
Enzq 2017 WL 2829625, at *6 (stating that POSA “would have no choice but to make aad test
vast number of possible variants to the claimed invefti@amd Idenix 2018 WL 922125, at *19
(finding that screening compounds that met structural limitations to determine #ltloeyet
functional limitations would take “substantial time and effortFor all of these reasons, hess
in WEI, the full scopef the claims isot enabled.

MorphoSys’attempts to distinguisWEl are unpersuasive. MorphoSys contends that
here, unlike inVyeth a POSA would not need to condaomplicated experiments generate
operative embodiments. (D.l. 424 at 28) Insteadprdingo MorphoSysthe specification
here “guides POSAs tpfeferredsubstitutionsthat lead to antibodies with predictable
properties.” [d.) That contention may well accurately delse the process by whicl POSA
would make conservative variants of ttieclosed antibodiesHowever, to enable theall scope
of the claims asonstrued by the Court, it is not sufficient that the patent alloR®SA readily
to make and ussomespeciewithin thebroad,claimedgenus. Evethe patentin Wyethdid
that much.See720 F.3d at 138{disclosingsirolimus asvorking example) Insteadthe
specification must enable tidl scopeof the claims.See d. at 1385.Hereg that includes

antibodies that are not merely conservative variantiseoflisclosed antibodies — and, here, the
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patent does not allow a POSA to readily make and use (or even identify) all such eemtedim
Instead, undue experimentation is required.

MorphoSys’attempt to distinguistdenixfails for similar reasonsMorphoSys contends
that “[u]nlike inldenix, it is undisputed that a POSA could readily generate a number of
antibodies falling within the scope of the claims and that the specification malg®f skill in
the art to make exemplary antibodies from the specificéti¢D.l. 399 at 36)i(ternal citations,
guotation marks, and emphasesitted It is true that a POSAarmed with MorphoSys’ patents,
could “readily” create conservative variants of the disclosed antibodie€seamsbnably expect”
them to work. (D.l. 386 Ex. 4C, Bradbury R&pl10;D.I. 426 Ex. 56, Bradbury Dep. 202)

But, again, this isnadequate The patentee ifdenix, too,disclosed working embodimentSee
2018 WL 922125, at *22Theseworking embodiments, however, were only a subsatl of
embodimentgovered by the claim&nd a POSA could not have discovered the non-disclosed
working embodiments without undue experimentatiSee d. at*21-22. The same
circumstances are present here, warranting the same conclusion: the fullfsbepdaoms is

not enabled.

MorphoSys also arguélatthe claims inWEI covered' different classesof compounds
that could not be practiced without undue experimentatibereas the claims here “all recite a
single classof compounds well defined by a structure: an antibody.” (D.l. 442 a9)18-1
(emphasis addedRelatedly, MorphoSysontersthata specifiation only fails to enable the
‘full scope’ of a claim if there aréasignificant subset of embodimentsgenerally an entire
class — that a POSAwvould not have been able to make without undue experimentatcrat (
17) (emphas addedl It is unclear whaMorphoSysmeans by “classbut, regardless, this

characterizatioms unhelpful to MorphoSys. If MorphoSyseanghata“class”is thetype of
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compoundecited by the claims, then none of the claims at issM¢El or hereis directed to
multiple classes Compare' 746 patent, cl. 1 (claiming an “antibdgywith Wyeth 720 F.3d at
1382(claiming treatment method using a “rapamyciiEhzq 2017 WL 2829625t *1
(claiming an “olige-or polynucleotide”)and Idenix 2018 WL 922125, at *1glaiming
treatment of hepatitis C with a “nucleosideQn that view, the claims here andWEl are not
enabled because not every claimed compouhétis, not every member of the classan be
obtained by a POSA without undue experimentation.

Alternatively, if MorphoSysmeans by “class’only those embodimenteat a POSA
could make without undue experimentation, therctaens here and iWEIl areall directed to
multiple classes For example, iWyeth one (enabled) class of the claimed rapamycin would
consist of sirolimus, the disclosed embodiment, and another (non-enabled) class wodél incl
all rapamycins that meet the claims’ functional limitations but are not siroli®es/20 F.3d at
1381-85. Similarly, inEnzq one (enabled) class of the claimed polynucleotide labelling
technique would use the polynucleotide disclosed as Example 5 of the patent, and another (non-
enabled) class would usay effectivepolynucleotide other than Example See2017WL
2829625at *1-4. Likewise in ldenix one (enabled) class of the clainradthod of treating
hepatitis C would use a nucleoside disclosed in the patent, and anothenébed) class
would use a nucleoside that was effective but not disclosed pataet 2018 WL 922125at
*21. Here,on this view, one (enabled) class of the claimed antibody would include the disclosed
antibodies and conservative variants thereof, and another (non-enabled) classeiwdddall
antibodies that met the claims’ limitations but were not conservative variants of aelisclo

antibody.
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In the end, the conclusion is the same: the claims here are much like the cMiEils in
and, like those claims, they are invalid for lack of enablement.

6. Conclusionregarding enablement

As explained abovehe record revealso genuine disputes of material féwatpreclude
a conclusion of noenablement Accordingly, for the reasons stated abotlee Court concludes
that, even drawing all reasonable inferences in favor of MorphoSys, clear and eaqvinci
evidence shows that each of the patemsuit isinvalid for lack of enablementThe Court will
grant Janssen’s motion for summary judgment of invalidity for lack dflemeent and will deny
MorphoSys’ motion for summary judgment of no lack of enablement.

C. Indefiniteness
1. Applicable Law

A patent claim is indefinite if, “viewed in light of the specification and prosecuti
history, [it fails to] inform those skilled in the art about the scope of the inventibn wit
reasonable certainty.Nautilus, Inc. v. Biosig Instruments, Iné¢34 S. Ct. 2120, 2129 (2014).
A claim may be indefinite if the patent does not convey with reasonable gehtaumtto
measure a claimed featur8ee Teva Pharm. USA, Inc. v. Sandoz, F89 F.3d 1335, 1341
(Fed. Cir. 2015). But “[i]f such an understandindhofv to measure the claimed [feature] was
within the scope of knowledge possessed by one of ordinary skill in the art, there is no
requirement for the specification to identify a particular measuremenideelinEthicon

Endo—Surgery, Inc. v. Covidiemd, 796 F.3d 1312, 1319 (Fed. Cir. 2015).
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2. Analysis

The Binding Claim& are claims directed to antibodies that bind to a specificopaine
CD38 protein. Janssen contends thaBimeling daims are indefinite because thatents do
not make sufficiently cleawhich measuremertechnique to use to determine whether an
antibody meets the bindimgoperties recited by tHginding Claims. (D.l. 383 at 31-35)The
Court disagreesAs MorphoSys notes (D.l. 424 at 33-3#f)e patents clearlgescribe measuring
binding using PepSpot, which is MorphoSis| for peptide mapping. (‘746 patent, 26:27-
27:36) AsMorphoSys contends, a POSA would know to measure binding using Pepifpat. (
34)

Jansses analogiedo TevaandDow are not persuasivgSeeD.I. 383at 3233) In
Teva the termfound indefinite,"molecular weight' was used in the specification in a way that
suggested “peak average molecular weight,” defined by the patknteg prosecution as
“weightaverage molecular weightandthen definedeparatelyluring prosecution dpeak
average molecular weight Teva Pharm. USA, Inc. v. Sandoz, 789 F.3d 1335, 1344-45
(Fed. Cir. 2015).In Dow, the term found indefinite, “slope of strain hardening,” coulkheeen
computed four different waygetthe intrinsic evidence was entiredijentas to which method to
use. SeeDow Chemical Co. v. Nova Chemicals Corp. (Cana8@3 F.3d 620, 634 (Fed. Cir.
2015). Here, by contrasthe intrinsic evidencespeatedly and consistently describes the use of
PepSpot to measure binding properties. (‘746 patent, 26:27-27:36)

Janssen contends that a POSA would not use PepSpot to measure binding because “there

is no dispute that PepSpot cannot definitively measure binding to the actual CD38 pi@sdin.”

22 The Binding Claims are claims 14, 15, 18, 27, and 28 of the '746 patent; claims 1, 5, 6, 11, 12,
and 15 of the '061 patent; and claims 1, 2, and 3 of the '590 patent. (D.l. 383 at v)
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444 at 17-18) In support of this contention, Janssen relies on binding data for MOR03080 from
the Replitope Report and Janssentay-crystallography experimemwhichJanssen argse
shows the inaccuracy of peptide mapping techniques like Pep$gptB(t Janssen’s extrinsic
evidence- which would have been unavailable to a POSA at the pertinent date of the patent —
not relevant to the indefiniteness inquirythsintrinsic evidence unambiguously conveys to a
POSA that epitope mapping techniques like PepSpot can be used to measure an antibody’s
binding properties. (‘746 patent, 26:1-27:86¢ alsd/itronics Corp. v. Conceptronic, InQ0
F.3d 1576, 1583 (Fed. Cir. 1996))

For the above reasons, the Janssen has failed to meet its burden to show, by clear and
convincing evidence, that the Binding Claims iagefinite

V. CONCLUSION

For the reasons given above, the Court concludes that: (1) Janssen does not infringe the
“human” antibody claims(2) noneof the patentsn-suit disclosesufficient structural features
common to the membeds the claimed gener@a meet the written descripin requirementand
(3) each of the patenta-suit is invalid for lack of enablement. Janssen’s motionsummary
judgment will be granted on those bas&ke Court will (1) denythe remainder adanssen’s
motion for summary judgmemtith respecto written description(2) denyJanssen’s motion for
summary judgment with respect to indefinitenessl(3) denyMorphoSys’ motion for summary

judgment with respect to enablemeAin appropriate mder follows.
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