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UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF COLUMBIA

)

YEDA RESEARCH AND )
DEVELOPMENT CO., LTD., )
)

Plaintiff, )

)

V. ) Civil Action No. 10-1836 (RMC)

)

ABBOTT GMBH & CO. KG, )
)

Defendant. )

)

OPINION

What does it take to disclose a protein sufficiently so that it can be patented?
After 20 years of litigationthe parties are still arguing about it. Abbott GMBH & Co. KG and
Yeda Research and Development Co. Ltd. claim competing U.S. patent applicatibrisassd
on an earliefiled foreign patent application. Abbott’'s application to patent the TIBPotein
was filed in Germany on May 9, 1989. Yeda filed its application to patent thdl B&ein
nine days later, on May 18, 1989 in Israel. From that few dahffsrence in time fortunes might
be made. Yeda hagén arguing since April 5, 1995 that Al®application was incomplete
and infirm, while its own application more fully identified the FBRrotein and is entitled to
priority and U.S. patent protection for the nextygars. Abbott’s patent has since expired.
Here,Yeda raises serious isssi

The current focus is a May 26, 2010 opinion by the Board of Patent Appeals and
Interferences that granted Abbott the benefit of the earlier filing daie folst German

application. After thorough consideration of the adiministrativerecord? the parties’ briefs

! The administrative record (AR) before the U.S. Patent and Trademark Office 8cPatent
Appeals and Interferences in Interference No. 103,625 has been filed in fivédPpairts.of 5,
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and accompanying exhibits, and with the benefit of excellent oral argument, thevillaygnant
Abbott’'s motion for summary judgment and deny Yeda’'s motions for summary judgment
. OVERVIEW
As stated by the Board of Patent Appeals and Interferences (Boagf)10,
“This is an old interferencej’e., a claim by one inventor that another has interfered with his
invention and the claimant was the first to inveAtministrative RecordAR) [Dkt 89-4]
(5/26/10 Board Decisiofiat 5%1.* The interference in this case resulted when Yeda asserted

that its inventors were the first to disclaserotei? calledthe Tumor Necrosis Factor Binding

Dkt. 89, includes documents #4541-5088; Part 2 of 5, Dkt. 89-1, includes documents #5089-
5358; Part 3 of 5, Dkt. 89-2, includes documents #5359-5633; Part 4 of 5, Dkt. 89-3, includes
documents #5634-5931; Part 5 of 5, Dkt. 89-4, includes documents #5932-6196. The
interference record was deemed admitted into evidencefilipgn SeeMinute Entry Order

dated 10/02/2013.

2 Effective September 16, 2011, the LeaBmith America Invents AQtAIA) changed the name
of this entity from the “Board of Patent Appeals amerferences” to the “Patent Trial and
Appeal Board.” Pub. L. No. 112-29, 125 Stat. 28#his litigation precedes the AlA.

3 Theentire5/26/10 Board Decisiois located at AR5S960-6005.

4 The complex facts of this case and its procedural history are set forth Inrdptair opinions

of this Court and the United States Court of Appeals for the Federal CisaetAbbott GmbH

& Co., KG v. Yeda Research & Dev. @Abbott )), Civ. No. 00-1720 (RMU), Mem. Op.

(D.D.C., filed June 13, 2005) (denying Yeda’'s motion for summary judgnfsptt GmbH &
Co., KG v. Yeda Research & Dev. Cabbott 1), 516 F. Supp. 2d 1 (D.D.C. 2007) (construing
U.S. Patent 5,344,915 ('915 PatgnAbbott GmbH Co., KG v. Yeda Research & Dev. Co.
(Abbott 1), 576 F. Supp. 2d 44 (D.D.C. 2008) (granting Abbott’s motion for summary
judgment);Abbott GmbH & Co., KG v. Yeda Research & Dev.(@bbott 1\), 333 F. App’x

524 (Fed. Cir. 2009) (dismissing Yeda’'s apgdealack of jurisdiction);Abbott GmbH & Co.,

KG v. Yeda Research & Dev. C@Abbott \}, 415 F. App’x 257 (Fed. Cir. 2011) (dismissing
Yeda’'s second appeal for lack of jurisdictiorigda Research & Dev. Co. v. Abbott GmbH &
Co.. KG(Yeda); Civ. No. 10-1836 (RMC), Op. (D.D.C., filed June 7, 2013 (Sealed Version) &
June 18, 2013 (Redacted Version) (granting, in part, Abbott’s motion to compel documents from
Yeda’s expert).

5 “IP]roteins are long chains of antiracids like beads on a string. The chain begins at the N-
terminus, the location of an amino group to which all other antits @re sequentially
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Proteinll ® (TBP-I1) claimed by Abbott in U.S. Patent No. 5,344,915 (the '915 PatenBP-II
was ‘isolated from the urine of individuals with a fever and from the ascites fluid of dudilg
with ovarian carcinomas.Abbott Ill, 576 F. Supp. 2d at 46. TBP-Il “binds to, and thereby
neutralizes, potentially harmful polypeptidedd. at 4.
To prove its priority before the Board and this Court, Abbott relies on application
P39 15 072 ('07Application) to patent TBP-II in Germany, filed on May 9, 1989 by Hans-
George LeMaire and three-@aoventors, Abbott’s predecessdrshereafter, o July 15, 1989,
Abbott filed application P39 22 089 ('089 Application) in Germany covering the same protein.
On May 4, 1990, Abbott filed an International Patent Application (later desigrated &.
patent application) claiming the benefit of thenijidate of the '072pplication On September
6, 1994, the U.S. application matured into the '915 Patent. As described by the Board:
This proceeding had its genesis when Yeda requested
interference with Abbott’s ['915] patent. Application 07/930,443,
Miscellaneous Incoming Letter, filed April 5, 1995. An examiner
requested Yeda to make a claim for the purpose of interference.
Miscellaneous Office Action, mailed May 15, 1995. Yeda

responded by submitting its Claim 67. Application 07/930,443,
Amendnent filed May 24, 1995. After some additional prosecution,

attached. . .Because a protein can be made up of a very long sequence of amino acids, scientists
identify each protein by listing the sequen€amino acid beginning at the N-terminus.

... [T]he [915 P]atent describes the TBPp+otein by listing 22 of the amino acids located at the
N-terminus.” Abbott Ill, 576 F. Supp. 2d at 46 (citimg re O’Farrell, 853 F.2d 894, 895-99

(Fed. Cir. 1988)).

® Tumor necrosis factor “is a known protein which has a broad spectrum of biologiitiesct
It influences various malignant and non-malignant cell types, plays a paptic seock and
tissue injuries and in kidney rejections, transplantatisimsck lung and cerebral malaria.”
Abbott Mot. for Summ. J., Ex. M [Dkt. 70-16] (‘072 Application).

" The patent applications discussed here were filed by groups of sciemtigteedecessor
companieghatowned the rights to the patents. Because none of these facts is in dispute or
material to the instant matter, the Court will refer to the patent applications and patbatsng
been filed by or granted to Yeda or Abbott.



the examiner recommended that an interference be declared. Form
850, attachment to Paper 1.

This interference was declared with Yeda designated as the senior
party. Paper 2, p.1. Yeda was accorded the benefit of the filing
dates of four earlier applications. The earliest was an Israeli
application filed May 18, 1989. Paper 1, Appendix, numbered p.1.
Abbott was accorded the benefit of the May 4, 1990, filing date of
[the International Patertpplication].

During the interference, Yeda filed a . . . motion asserting that all of
Abbott’s claims were unpatentable over certain prior art. Paper 21.
Abbott opposed the motion arguing that its claimed subject matter
was entitled to the benefit of the filing dates of two German
applications under 35 U.S.C. § 12 8pplications P 39 22 089 (089)
and P 39 15 072 (072). The filing dates of both applications
preceded the date of [the prior art] reference. Abbott argued that
because it was entitled to benefit [from the application dates for the
‘072 Applicationand the '089 Application], the reference was not
prior art to its claims.

A panel of the Board held that Abbott had not established
entitlement to the filing dates of the German applicationstlaaid

its claims were unpatentable over the prior art. In particular, the
panel held that the German applications do not have written
descriptive support for the subject matter claimed. Since Abbott did
not have any patentable claims, the panel entedgirjant against
Abbott. Paper 105. The other preliminary motions filed by the
parties were considered moot and left undecided.

On July 21, 2000, Abbott sought judicial revie# the board’s
decision under 35 U.S.C. § 146. Paper 107. Abbott reasserted
ertitlement to the filing date of the 089 application. Entitlement to
the filing date of the 072 application was apparently not asserted in
the district court.

On September 15, 2008, the district court held that Abbott’s claimed
subject matter was describén the 089 application, vacated the
panel’s decision of unpatentability, and remanded the interference
to the board. Paper 110. Yeda's appeal to the Court of Appeals for
the Federal Circuit was dismissed for lack of jurisdiction on May
29, 2009. Paper 115.



Seeb/26/10 Board Decision [Dkt. 89-#4R at5961-62. After remand in 2008, the Board
granted Abbott the benefit of the May 9, 1989 filing date of German Application P 39 15 072
(072 Application), giving it priority over Yeda.ld. at 5963.

This appeal followed. It has its own intricate history, which need not be detaile
During the course of the immediate proceedings, the parties have engaged inmylisduch
has amplified the record from that before the Board. In the interim, texdteCircuit
determined that partiesmnintroduce new evidence before the district courtin a 8§ 146
interference actigrregardless of whether the issareevidence was presentedibhe Board.See
Troy v. Samson Mfg'g Corpr58 F.3d 1322, 1325 (Fed. Cir. 201#Eh(g denied (“We
conclude that the Supreme Court’s decisiorKiagpos v. Hyaft132 S.Ct. 1690, 1694, 1700
(2012)] permits new evidence to be admitted without regard to whether the issagseds r
before the BoardThe Supreme Court held, without qualification, that ‘there are no evidentiary
restrictions beyond those already imposed by the Federal Rules of Evidence Rediettad
Rules of Civil Procedure.™) Yeda seeks to introduce evidence produced from Abbott in
discoveryin this case antb obtaina claim constructioon a new term With some legitimacy,
Abbott argues that the Federal Rules of Procedure bar Yeda’s late evitlatheless, to
provide a complete record for appeal, this Court has considered all of the evidence and
argunents submitted by both parties.

[I. PATENT AND INTERFERENCE BACKGROUND
Under long-standing U.S. patent law, tifiest person to conceive the invention is
the first inventoy. . . provided that when the first to conceive the invention is the last to reduce it
to practice, the person who was first to conceive must have exercised reasdiggpleedio his

own actual or constructive reduction to practice, ‘from a time prior to conceptite lmgher.



Hyatt v. Boongl46 F.3d 1348, 1351 (Fed. Cir. 1998) (quoting 35 U.S.C. § 102(qg) prior to 2011
amendment; other citations omittddjnphasis added)

As a consequence of the principle that the first to invent is granted the patent,
“there must be a mechanism for determining who among multiple patent applicams the
first to invent the claimed subject matteCytologic, Inc. v. Biopheresis GmpB82 F. Supp. 2d
1,4 (D.D.C. 2010). For this purpose, 35 U.S.C. §d%&ifically provided for “Interferences,”
a “proceeding][principally declared to permit a determination of prioritydinnesota Mining
and Mfg. Co. v. Norton C0p929 F.2d 670, 674 (Fed. Cir. 1998s is the case here patent
applicant may suggest an interferen&ee37 C.F.R. 8§ 41.203lIf the Directorof the United
States Patent and Trademark OffiteSPTO)decides that an interference is warranted, that
“an applications made for a paténvhich . . . would interfere with any pendiagplicatio, or
with any unexpired paterithe may declare an interferencg U.S.C. § 135The Board
“determine[d questions of priority of the inventionsId.

In 2013, the United States mowvieda “first to file” system.See35 U.S.C. § 102;
seealsoLeahySmith America Invents AQAIA), Pub. L. No. 112-29, 125 Stat. 284 (2011).
While not applicable to this long-standing disptite, critical change tthe rules opriority must
be noted. The AIA obviated patent interferenceseAlA § 3(i). Pursuant to AlIA 3(n)(2)(A),
this interference remains governed by the laweffect at the relevant time

lll. FACTS

Plaintiff Yeda Research & Development Co., Ltd. (Yeda) is an Israeli aomp
Abbott GmbH & Co. KG (Abbott) is a German subsidiary of Abbott Laboratories, Ihechvis

based in lllinois. Compl. [Dkt. 1] 11 3, 6-7.



A. Abbott’'s German Patent Applications and the’915 Patent

Abbott filed application P39 15 072 on May 9, 1989 ('@\fplication) in
Germany to cover a “novel protein found in certain biological fluids.” Abbott Mot. danrs. J.
[Dkt. 70] (Abbott Mot.)at 5;id., Ex. M [Dkt. 7046] (072 Application).® Abbott filed a second
patentapplication in Germany, P39 22 089&9 Applicaion) on July 15, 1989See id.Ex. K
[Dkt. 70-14] ('089 Application). On May 4, 1990, Abbott filed an International Patent
Application, “claiming the benefit of the filing date of [tld&2 Applicatior];” the International
Patent Application was eventually designated as a U.S. Patent Applicatiohe&8PTO
issued U.S. Patent No. 5,344,915 (915 Patent) to Abbott on September 6, 1994. 9&npl
10; see alscAbbott Mot., Ex. A [Dkt. 704] (915 Paten

1. ’'072 Application

The’072 Applicationdescibed a novel protein as having the following
characteristics: (1) a molecular weight of about 42 kilodaltons (kDafh€3pecific biological
property of inhibiting the cytotoxicity of TNFalpha; (3) found in the urine @ébrile patients;
and (4) not dyestibleby trypsin. See 072 Applicationat 2 The '072 Applicationdentified the
following partial amino acid sequence at theéekminus of the claimed protein:
“XTXLYX2XCEXAGSXX®RLR whereX is oxygen, a phaylalanine radical (Phe) or tlanino
acidsequence XX®PheQ»@X1%” Id. Eachof X1-X*° “denote[s] not yet determined amino
acids.” Id. at 3. The '072 Applicatioidentified three main sequences; SequenceTLXEY X?2
XPEX*G S X¥XPRLR; Sequence 2: XE8F Q WXIOF T XY X2X3E X*G S ¥*X°RLR;

and Sequence 3: T2X X2X3E X*G S X X°R L R. Id. at 8. The'072 Application suggested

8 The application has been translated from German.

® TNF and TNFa are abbreviations for the protein Tumor Necrosis Factor. SeeAbbott Mot. at 6.
When produced in excess by the body, TNFa causes numerous immunological diseases. Id.
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probable identities for several of the amino acids that bateen definitelydentified atthe
time of filing. 1d.

Example 2 of the '072pplicationdescribeda protocol for isolating the protein
from the urine of patients with fever, which included the following elementso(lEctng 40
liters of urine from patients with fever by (a) filtering the urine through ariéfeow F60”
cartridge, and then (b) subjecting the “retentate” (what was retained on armmblketed from
the cartridge) to the following mulsitep column-chromatography protocol: (i) Sepharose”
column chromatography; (ii) “TNF-affinity” column chromatography; angl ‘Mono-Q”
column chromatographyld. at 45.

2. '915 Patent

The’915 Patent described a novel protkaving the following characteristics:
(1) a molecular weight of about 42 kilodaltons (kDa); (2) the specific biological pyapfer
inhibiting the cytotaicity of TNF alpha; (3) found in the urine tdbrile patients; and
(4) digestible by trypsin with difficulty or not at al5e€'915 Patentit 2 Example 2 oftie’915
Patentdiscloses the same protocol to isolate the protein as thdj@lation Compare915
Patent at B [Dkt. 70-4]with '072 Application at 4-5 [Dkt. 70-16].
The’915 Patent identified the following amino acid sequence at the N-terminus of

the claimed protein:

015 PATENT (COUNT 2)
Seq. 1 Thr | Pro Tyr | Al Pro Giu | Pro | Gly | Ser | Thr | Cys | Arg | Leu | Arg | Glu
Seq. 2 Phe | Thr | Pro Tyr | Al Pro Glu | Pro | Gly | Ser | Thr | Cys | Arg | Leu | Arg | Glu
Seq. 3 Ala | Phe | Thr | Pro | Tyr | Ala Pro Glu | Pro | Gly | Ser | Thr | Cys | Arg | Len | Arg | Glu
Seq. 4 | i f i I Val | Ala | Phe | Thr| Pro | Iyt | Ala | Pro | Giu | Pro | Gly | Ser | 1hr | Cys | Arg | Len | Arg | Gin |
Seq. § Gln | Val | Ala | Phe | Thr | Pro Ty | Ala Pro Gln | Pro | Gly | Ser | Thr | Cys | Arg | Leu | Arg | Glu
Seq. 6 Ala | Glo | Val | Ala | Phe | Thr | FPro | Tyr | Ala Fro Glu | Pro | Gly | Ser | Thr | Cys | Arg | Leu | Arg | Glu
Seq. 7 Pro | Ala | Gin | Val | Ala | Phe | Thr | Pro Tyt | Ala Pro Glu | Pro | Gly | Ser | Thr | Cys | Atg | Leu | Arg | Glu
Pro i Glu | Pro i Gly i Ser iTh.r iC}‘s i Arg i Leu i Arg i Glu i

Seq.§ | Leu | Pro | Ala | Gln | Val | Ala | Phe | Thr | Pro | Tyr | Ala |
1 1 | 1 1 |

| ] 1 | ] ] | I 1 | 1 | | 1 1 ] 1
| 1 ] L ! 1 L 1 1 | 1 | | 1 1 ! ]




Abbott Mot., Appendix 1.
Below is a comparison @equence 1 dhe’072 Applicationwith Sequence 2 of

the'915 Patent:

:GO
-

—

7__8 .0__' 10 11 12 13 14 15 16 17 18 10 20 21 22

T e |
1
-

| 072 | Phe Thr X! T}'r X Efi(}luifi(}lyisﬁrifix | e | Leu | Arg

E’H‘H Phe Thr Pro T}'r Ala § Pro Glu Pro | Gl} Ser | Thr C}"; Arg Leu Arg Glui

Abbott Mot. at 18see alsad., Appendix I.
B. Yeda's Patent Applications

On May 18, 1989, Yeda filed application No. 90,339 ("339 Application) in Israel
for a patent covering the TBIP protein!® SeeAbbott Mot., Ex. AA [Dkt. 70-30] ('339
Application). Yeda disclosed antdrminal sequence csisting of 13 amino acids in itsngest
sequenceSeeAbbott Mot. at 10. Below is a comparison of the longesjuence disclosed in

Yeda’s 339 Application with the nine amino acids disclosed in Abbott’s ‘072 Application:

.6 7.8 2 o u 1z 13 14 15 1o 17 18 19 20 2

{330 | val! Ala ' Phe' Thr | Pro 'Tu | Ala | Pro | Glu ! Pro| Gly | Ser | Thr |
NI NN NN TSN AU R | OO DN SO S
i i i i ' i ! i i ' i i | i
{072 | { Phe | Thr | X' |Tvr 5 xz 5 x3 ; Glu i x‘ | Gly | Ser | xs x“ Arg | Leu | Arg |
i .|. H 4 S S - .4:... I ' ] H S ...J.....-.....i........I.....-.....I.-........i....-.....l:

Abbott Mot. at 10.Asserting the benefit of th&@39 Application, Yeda filed U.S. Patent
Application No. 07/930,443 (‘443 Application) on August 19, 1992 to clainTBRIl protein.

Compl. 1 12see alscAbbott Mot., Ex. B [Dkt. 708] (443 Application).

10vyedafiled two additional applications in Israel (91229 on August 6, 1989 and 94039 on April
6, 1990).



C. Engelmann Paper

On January 16, 1990, theurnal of Biological Chemistrgublished a paper by
Dr. Hartmut Engelmanet al titled, “Two Tumor Necrosis FacteBinding Proteins Purified
from Human Uriné SeeAbbott Mot., Ex. C [Dkt. 70-6] (Engelmann ReferencBby.
Engelmann is one of the named inventors on Yeda’s '443 Application. The Engelmann
Reference described the identificat of the TBP-II protein, including the identification of an N-
terminal sequence consisting of five amiwada. Id. at 1. The authors relied on that short
amino acid sequence along with other characteriatidsdata to identifthe TBP-11 protein. Id.
1, 4-6. There was agreement in the scientific community that the data cited in the Engelman
Reference showing that the scientiséslidentified a new TNFa-binding protein.Seege.g,
Helleret al, Proc. Natl. Acad. ScUSA 87, 6151-6155 (199@)The result is compatible with
the sequence Vdla-PheThr-Pro found in the recently published urinary TNF-binding protein
Il, which was also reported to be variabletet amino terminus.”); Loetschet al, J. Bio.
Chem 265:33, 20131, 20137 (1990) (“. . . a shanrtino acid sequence of a second TNF
inhibitory protein has recently been reported”); Leatial., Proc. Natl. Acad. Sci. USA. 88:
2830-2834 (April 1991) (“Recently two immunologicatlistinct celtsurfaceassociated TNF
binding proteins of 55-kDa and #ba were identified).

Below isa comparison of the five amimeid sequence disclosed in the
Engelmann Reference compared withniree aminacacid sequencdisclosed in the '072

Applicationand thdifteen aminoacid sequencdisclosed inlie’915 Patent:

5 6 7 8 9 0 11 12 13 14 15 16 17 18 19 20 21 22
I | ] | 1T T 1T T T 17T T 17 71T 71T 71T 71T
{ Engelmann | Val | Ala | Phe | Thr | Pro | i | | i |
P — T T T 1 EE—
F 072 Phe | Thr | X' [Tor| X* | X* |G| X* | Gly|Ser| X* | X* | Arg | Leu | Arg
N | [ 1 [ | [ I | I I I I — 1 I 1
{7015 , i iPheiT]JIiPmiT}?IEAJaiPmiGluiP’roiGl}'iSecriTl:HiC}’siAIgiIﬁuiA{giGlui

¥ | ]
. S E— | S o S— L
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Abbott Mot. at 11see alsad., Appendix IlI.
D. The 2003 Abbott Experiments

In response to Yeda’s claims, Abbott conducted a set of experiments 102003
demonstrate the validity of the protocol in the 072 Application (2003 Experime®¢gAbbott
Mot., Ex. F [Dkt. 709] (BradshawReport) 9 4052. Therewere two stages to the 2003
Experiments. The first took place in Ludwigshafen, Germany, and the second took place i
Abbott Park, lllinois. During the 2003xReriments Abbott sciertistsrepeatedhe protocol in
Example 2 othe’072 Application to demonstrateiat Abbott’s first patent application
describes and enables the subject matter of the Count.” Abbott MotYatld.retained Dr.
Engelmanrto observe the first phase in Germany, and it retained Dr. Menachem Rubinstein
(anotler of theinventors named on Yeda'’s '443 Application) to observe the second phase in the
United StatesBradshaw Report 41, 45.

During the first stage, in a laboratory in Germany on February 3ghii2003,
Andreas Striebingeone of Abbott’s scientists, performed the protdomin Example 2n the
'072 Application. Id. 1 41 Presentand observinghefirst phase were Dr. Bradshaw for Abbott
and Dr.Engelmanrfor Yeda. Id. The first phase yielded two fractions of “essentially
homogenous protein,” which Abbott then sent to Abbott Park “for an analysis oftérenihal
amino acid sequence using automated Edman sequencing techniques.” BRRejsbawl{ 42,
44. In lay terms, in Germany Abti attempted to isolate the TBPprotein; in the United States
it sought to determine thmmposition of thesample

The second stage of the 20080Erimens took place on March 3 through 5,
2003, in Abbott Park, lllinois. Abbott scientist Dr. Thomas Holzman and his assistayt, Sall
Dorwin, performed the Edman degradatidd. 1 45. Also present for the second phase were Dr.

Bradshaw for Abbott and Dr. Ruistein for Yeda.ld.
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The parties characterize the resoltshe two phasesifferently. Abbott states
that “the 2003 experiments resulted in a purified and isolated protein that could bévdsfinit
identified as the TB®I protein based on (among other characteristics) its molecular weight, its
method of purification, its biolgical activity, and its Nerminal sequence.” Abbott Mot. at 14.
Yedastates that the 2003 Experiments “did not result in a purified and isolated TRReihpas
defined by the Count . [becausethe data does not permit the identification of amgtglose
to one of the complete amirazid sequences recited in the Countéda Response to Abbott
Statement of Undisputed Facts [Dkt. 81-2] (Response to ABhots)at 36.

IV. PROCEDURAL HISTORY
A. Interference before the Board

On October 1, 1996, the Board declared Interference No. 103,625 (625
Interference) between Abbott815 Patent and Yeda's '443 Application. Compl. | The
subject matter of the Interference was set fortuinsections (b) and (c) tfe redeclaredCount
2 (Count), which correspond to claims in the '915 Patent:

(b) A purified and isolated TNFa-binding protein which has a
molecular weight of about 42,000 daltons and has at the N terminus
the amino acid sequence
XaaThr-Pro-Tyr-Ala-Pro-Glu-Pro-Gly-SerThr-Cys-Arg-Leu-
Arg-Glu

where Xaa is hydrogen, a phenylalanine residue (Phe) or

the amino acid sequences

Ala Phe,

Val Ala Phe,

GIn Val Ala Phe,

Ala GIn Val Ala Phe,

Pro Ala GIn Val Ala Phe or

Leu Pro Ala GIn Val Ala Phe.

or
(c) A process for the preparation of a protein which has a
molecular weight of about 42,000 daltons and has at the N terminus

the amino acid sequence

12



Xaa Thr Pro Tyr Ala Pro Glu Pro Gly Set Thr Cys Arg Leu Arg Glu
where Xaa is hydrogen, a phenylalanine residue (Phe) or

the amino acid sequences

Ala-Phe,

Val-Al a-Phe,

GIn-Val-Ala-Phe,

Ala-GIn-Val-Ala-Phe,

Pro-Ala-GIn-Val-Ala-Phe or

Leu-Pro-Ala-GiInVal-Ala-Phe

which comprises concentration of the urine of patients with fever
and subsequent purification of the retentate obtained in this way by
ion exchange and affinity chromatography.

AR at 6007-08 Board Redeclarationt* Parts (b) and (c) of the Count, which correspond to
claims in Abbott's915 Patent, require that the protein contain one of the followitgridinal
aminoacid sequences:

Thr-Pro-Tyr-Ala-Pro-Glu-Pro-Gly-SerThr-Cys-Arg-LewArg-Glu
PheThr-Pro-Tyr-Ala-Pro-Glu-Pro-Gly-SerThr-Cys-Arg-Leu-Arg-Glu
Ala-PheThr-Pro-Tyr-Ala-Pro-Glu-Pro-Gly-SerThr-Cys-Arg-Leu-Arg-Glu
Val-Ala-PheThr-Pro-Tyr-Ala-Pro-Glu-Pro-Gly-SerThr-Cys-Arg-Leu-Arg-Glu
GlIn-Val-Ala-PheThr-Pro-Tyr-Ala-Pro-Glu-Pro-Gly-SerThr-Cys-Arg-Leu-Arg-Glu
Ala-GIn-Val-Ala-PheThr-Pro-Tyr-Ala-Pro-Glu-Pro-Gly-SerThr-Cys-Arg-Leu-Arg-Glu
Pro-Ala-GIn-Val-Ala-PheThr-Pro Tyr-Ala-Pro-Glu-Pro-Gly-Ser Thr-Cys-Arg-Leuw-Arg-Glu
Leu-Pro-Ala-Gin-Val-Ala-PheThr-Pro-Tyr-Ala-Pro-Glu-Pro-Gly-SerThr-Cys-Arg-Leu-Arg-Glu

Yeda prevailedn the 625 Inerference, arguing that the ElimannReference
was a prioart publicatiorthat invalidated the claims of th&l5 Patenbecausé\bbott had not
established entitlement toetliling dates of the '072 and '089 Applications. The Board
invalidated Abbott’s 915 Patent and found that Abbott was not entitled to pri@ég. Abbadt
lll, 576 F. Supp. 2d at 47. The Board reasoned that the ‘072 and '089 Applications did not, “as

originally filed,” sufficiently describe the TBR protein,id., and that Abbott “failed to

1 pPart (a) of the Count eaesponds to a claim in Yeda’s '443 application and is not relégant
the instant dispute.
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effectively remove Engelmann as prior art,” Abbott Mot., Ex. D [Dkt7y(First’625
Interference Decision) at 19. Abbott sought review of the Board’s decisiors i@dlirt under
35 U.S.C. § 146, in case Civil No. 00-1720.

B. Initial District Court Litigation

The case was assigned to the Honorable Ricardo Urbina. In 2005, Judge Urbina
denied Yeda’'s motion for summary judgment, referits argument that Abbott’'©89
Applicationdid not adequately describe t1845 Patent as a matter of laBeeAbbott lat*7.
Two years later, Judge Urbina constrtieel’ 915 Patentadopting Abbott’s proposed
construction, and concluding that the “['915] Patent covers only thelT@M®tein’ butnot its
“naturally occurring muteins.’SeeAbbott I, 516 F. Supp. 2d at 6After construing the single
term in the '915 Patent requested by the parties, Judge Urbinatfeuedidence underlying the
Board’s decision in the '625 Interference “wholly unsupportive” of the Board'slesina. See
Abbott Ill, 576 F. Supp. 2d at 5He found that the Board hambmmitted clear error in
invalidating the915 Patent.ld. at 46. Specifically, Judge Urbina rejectduktBoard’s
conclusionghat the 089 application did not inherently disclose the TIBBrotein and that the

'089 application did not provide an adequate written description because it could dadweibe e

1235 U.S.C. § 146 provides, in relevant part, that “[a]ny party to an interference disdatigh
the decision of the [Board] on the interference, may have remedy by civil &cgbriJ.S.C.

8 146. An action under section 146 “may be instituted against the party in interest as shown by
the records of the [USPTO)] at the time of the decision complained of, but any patbrési

may become a party to the action. Judgment of the court in favor of the right of an applicant
to a patent shall authorize the Diredioirthe USPTOIlto issue such patent on the filing in the
[USPTO] of a certified copgf the judgment and on compliance with the requirements of law.”
Id. “District court review of an interference proceeding under Section 146 is arbégjuita
remedy of long standing,” and a Section 146 action is “an authorized phase of tleeanterf
proceeding” before the USPTQAbbott GMBH & Co., KG v. Centocor Ortho Biotech, |ri&70

F. Supp. 2d 206, 212-13 (D. Mass. 2012) (quoBeg. Instrument Corp. v. Scientific—Atlanta,
Inc., 995 F.2d 209, 214 (Fed. Cir. 1993MasCath, Inc. v. Curators of the Univ. of Md.73

F.3d 1376, 1382 (Fed. Cir. 2007)).
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the TBRI or TBP-II protein. Id. at 50-51. Judge Urbina found that (a) the '089 application, '915
Patent and Engelmann Reference “provide entirely consistent descriptions of the pBRelh
albeit with varying levels of specificity;” and (b) the “majority of the kmoamino acids set
forth in the072 application match the amino acids designated in the 089 application” and '915
Patent Id. at 50. Judge Urbina granted summary judgment to Abbott and remanded the case to
the Board for further proceedingSeeOrder, Civ. No. 00-1720 (RMU) (D.D.C. Sept. 15, 2008)
(Dkt. 117). Yeda appealed to the Federal Circuit, which dismissed the afpeabbott IV,
333 F. App’x at 525 (“Since the district court remanded the case for the Board toideter
priority, the case is not final; the issue of patentability can be reviewed oal &ope a final
judgment resolving all issues.”).

C. On Remand

Onremand, the primary issue was whether Abbott’s ‘072 Applicatias a

constructive reduction to practice of the Count, which required Abbott to pyoze
preponderance of the evidence that the ‘072 Applicdtieacribesand enables at least an
embodimentneeting all the limitations of tH€]ount.” 5/26/10 Board Decision at 5968-89,
5971(citing Frzer v. Schlegek98 F.3d 1283 (Fed. Cir. 2007)). Before the Board, Abbott
argued that the “Nerminal sequences are inherent in the proteins obtained as described in the
'072” Application so that it did not need identify a full sequence to recognize the FBP
protein. Id. at 5965. Yeda maintained that Abbott did not submit sufficient evidence of
discovery. The Boardotedthat Abbott’s burden was to “stv that it is more likely true than
not that the necessary and only reasonable construction of the 072 application is tiodeite pr
are the same.ld. at 5970. The Board compared the disclosures contained in the '072

Applicationwith the’915 Patent and found that
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they describe (1) the same source of the preteinne from patients

with a fever, (2) the same method of isolating and purifying the
protein from the urine-the use of a TNF affinity column, (3) the
same amount of protein obtained . . . per liter of urine, (4) the use of
the same technique to determine the molecular weight and purity of
the proteir—15% SDS gel electrophoresis, (5) obtaining a protein
that has a molecular weight of about 42,000 daltons with a purity of
about 90%, (6) recovered protein that does not degrade when
exposed to trypsin and (7) a protein that binds TNFa. Additionally,

the Nterminal sequences of the protein of 072 [Application] are
consistent with the Nerminal sequences disclosed in the 915
patent.

Id. In light of these similarities, the Board concluded thatGFR2 Application and the '915
Patent'describe the same proteinsid.

The Board evaluated Yeda’s central argument thaOiteApplication did not
meet thewritten description or enablement requirements of 35 U.S.C. §lii1at 5971 Yeda
arguedthat “a correct sequence, at least at thershinal, is critical in order to adequately
identify and fingerprint thelBP-11] protein as being something different from other proteins of
about the same molecular weight and activity, and obtained from the same stdira&3973.
The Board rejected Yeda’'s argument becdidabott’'s motion [wa] not based on the
disclosure of 072 [Application] alone. Abbott relies upon a comparison of the 072 and 915
disclosures to show that the proteins are the saide.The Board reiterated its prior finding

that the proteilescribed in both applicationstiee same.ld. at 5973-743 The Boardejected

13 The Board states:

Abbott relies upon a comparison of the 072 and 915 disclosures to
show that the proteins described are the saii#hott argues that

‘the protein of the count of this interferens¢he same abké protein
disclosed in [Abbots] priority document P815 072.’ As detailed
above, comparison of the 072 application and 915 patent reveals
many more similarities than just the source, molecular weight, and
binding activity to TNl. The comparison additionally shows the
same source of the protein, the same method of isolating, purifying,
and determining the molecular weight of the protein, and obtaining
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Yeda’s argument that an enabling disclosure wbalkhad to enable a skilled person to
“immediately ascertain the-i¢rminal sequence of the protein at the time the 072 application
was filed.” 1d. at 5975. Because amiaoidsequencing is not the only way to identify a protein,
the Board was satisfied that tieg2 Application provided “sufficient information to enable the
protein” because it “describes the protein by partial N-terminal sequétsces,irce, the method
of making and purifying it, its molecular weight, amount recovered, purity, degradation
characteristics in trypsin and its ability to bind TNFo.” 1d. Accordingly, on May 26, 2010, the
Board granted judgment in the '625 Interference to Abbott, giving Abboliehefit of the filing
date of thé072 Application Id. at 5980.

D. The Instant Litigation

Yeda filed aComplaint in the Northern District of Illinoisn September 8, 2010
to obtainreview ofthe May 26, 2010 Board Decisioithat Courtgranted Abbott’snotion to
transfer the cag® this District, where it was docketed as Civil No-18B6, before Judge
Urbina. While discovery was under way, Judge Urbina retiredrendase was reassigned to the
undersigned.

V. LEGAL STANDARDS
A. Review of Board Decisio under 35 U.S.C. § 146

A district court has authority to review a decision by the Board w@lér.S.C.
§ 146. Questions of law are reviewdglnovoand the Board’s underlying factual determinations

are reviewed for clear erro6ee Winner Int’l Royalty Corp. v. Warp2 F.3d 1340, 1348 (Fed.

the same amount of protein having the same pufity comparison
also shows thathe incomplete Nerminal sequences3 in [the]
072 [Application] are reasonably consistent with the complete N
terminal sequences-a of[the] 915[Patent]

5/26/10 Board Decision at 5972} (internal citations omitted).
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Cir. 2000). If a district court accepts new evidence not previously before the Board, the
proceedings become “a hybrid of an appeal and a trial de n&st€e Lauder Inc. v. L’'Oreal,
S.A, 129 F.3d 588, 592 (Fed. Cir. 1997). In a hybrid case, the couleisavdactfinder for
issues on which the court accepts new evideSez Winner202 F.3d at 1347-48.

B. Written Description, Enablement and Best Mode under 35 U.S.C. § 112

“The filing of a patenapplication serves as conception and constructive reduction
to practice of the subject matter described in the applicatidpdtt v. Boonel46 F.3d 1348.
1352 (Fed. Cir. 1998). As &guedhere, “when the priority claim is based on subject matter
disclosed in a foreign patent application whose filing date is properly claimed, fordigm
application has the same effect as if filed in the United StatesZer v. Schlegeh98 F.3d
1283, 1287 (Fed Cir. 2007) (citing 35 U.S.C. § 119(a), (e)(Mherefore, he invention
disclosed in a foreign patent application “must be disclosed in the manner providhedfibpst t
paragraph of [35 U.S.C.] section 114d.

35 U.S.C. § 112odifies he written descriptiorgenablementand best mode
requiremerd of a patent:

[tihe 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 which it pertains, with which it is most nearly

connected, to make and use the same, and shall set forth the best

mode contemplated by the inventor or joint inventor of carrying out
the invention.

A written description of the invention “is separate and distinct from the
enablement requirementVasCath Inc. v. Mahurkar935 F.2d 1555, 1563-64 (Fed. Cir. 1991).
To satisfy the written description requirement, “the applicant must alsoycarntrereasonable
clarity to those skilled in the art that, as of the filing date Bguge or she was in possessifn

the inventior’ 1d. (emphasis in the original).
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Enablement requires that “the specification of a patent must teach those skilled in
the art how tanake and usthe full scope of the claimed invention without ‘undue
experimentation.” ALZA Corp. v. Andrx Pharm. LLLG03 F.3d 935, 946 (Fed. Cir. 2010)

(citing Genentech Inc. v. Novo Nordisk A198 F.3d 1361, 1365 (Fed. Cir. 199(8nphasis
added). “Enaldment is not precluded where a ‘reasonadtebunt of routine experimentation is
required to practice a claimed invention, however, such experimentation must not be *undue.’
Id. at 940 (citations omitted). “Whether undue experimentation is needed is ngieasimple
factual determination, but rather is a conclusion reached by weighing margt factu
considerations.”In re Wands858 F.2d 731, 737 (Fed. Cir. 1988). Wandsthe Federal Circuit
set forth the factors that a distradurt may consider wheretermining if a disclosure requires
undue experimentation:

(1) the quantity of experimentation necessary, (2) the amount of

direction or guidance presented, (3) the presence or absence of

working examples, (4) the nature of the invention, (5) the state of

the prior art, (6) the relative skill of those in the art, (7) the

predictability or unpredictability of the art, and (8) the breadth of the
claims.

Id. at 737.

The test for best mode is whether the “invention possessed a better mode than was
describedn the patent and . . . such better mode was intentionally concealesdiérs de la
Haute-Garonne v. Bruetje Automation USA, Iid.7 F.3d 1351, 1356-57 (Fed. Cir. 2013). In
the context of a priority claim, “one looks to the foreign application arfdintg date to
determine the adequacy of the best mode disclosure and not the filing date ofeteormling
U.S. application.”Transco Prods. Inc. v. Performance Contracting, |88 F.3d 551, 558 (Fed.

Cir. 1994).
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C. Summary Judgment

Under Rule 56 of the Federal Rules of Civil Procedure, summary judgment shall
be granted “if the movant shows that there is no genuine dispute as to any mateaiad filne
movant is entitled to judgment as a matter of law.” Fed. R. Civ. P. 38&@)d Anderson v.
Liberty Lobby, InG.477 U.S. 242, 247 (1986). Moreover, summary judgment is properly
granted against a party who “after adequate time for discovery and upon motion . . . faketo m
a showing sufficient to establish the existence of ameht essential to that pastgase, and on
which that party will bear the burden of proof at triaCélotex Corp. v. Catretd77 U.S. 317,

322 (1986).

The moving partyears the initiaburdenof “identifying those portions ofthe
pleadings, depositions, answers to interrogatories, and admissions on filegrtagttiihe
affidavits, if any,’'which it believes demonstrate the absence of a genuine issue of material fact.”
Celotex Corp.477 U.S. at 323. In ruling on a motion for summary judgment, the court must
draw all justifiable inferences in the nonmoving party’s favdnderson477 U.S. at 255. A
nonmoving party, however, must establish more than “the mere existence of msdintil
evidence” in support of its positiorid. at 252. In addition, the nonmoving party may not rely
solely on allegations or conclusory stateme@seene v. Dalton164 F.3d 671, 675 (D.C. Cir.
1999). If the evidence “is merely colorable, or is not significantly probativensry judgment
may be granted.’/Anderson477 U.S. at 2480 (citations omitted). Summary judgment is
properly granted against a party who “after adequate time for discovery and apon m .
fails to make a showing sufficient to establish the existence of an elementiad$sdhat pay’s

case, and on which that party will bear the burden of proof at tiGelbtex 477 U.S. at 322.
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VI. ANALYSIS

Abbott filed for summary judgment, Dkt. 70, on the grounds that the Rdard
Patent Appeals and Interferences correctly determinednth@2 Application met the written
description and enablement requirements in 35 U.S.C. §¥d@afiled threeseparate motions
for summary judgment, contendititat the' 072 Applicationdid not contain an adecteawritten
description, Dkt. 71that the'072 Application did not enable the invention defined by the Count
in the '915 Patent, Dkt 73; and that the '072 Application did not disclose Abbott’s best mode of
carrying out the invention, Dkt. 72.

Although somewhat reframed to support each of its motions for summary
judgment, Yeda rests on the saatieged frailties othe’072 Application (1) the ‘072
Applicationfailed to disclose complete amino acid sequence identified in the C@2)njust
before the072 Application was filed, Abbib scientists used different procestes were not
disclosed in the ‘072 Application to discover some of the TBP-1l amino acids claintieel 1072
Application; and (3) the '072 Application failed to describe a process that would result in a
“purified ard isolated TBP-II protein, as required bthe Count These arguments challenge the
legitimacy of the072 Applicationas the parent of tH815 Patent:*

A. Written Description in *072 Application

Yeda has repeatedly argued that Abbd@&2 Applicationis infirm because it

did not disclose any of the “complete N terminal amino acid sequences reched@jdunt.”

4 The Court has jurisdictioover this case und@8 U.S.C. §§ 1331, 1338(a) and 35 U.S.C

8 146becausé\bbott and Yeda are parties “to an interference dissatisfied with theoteafs

the Board of Patent Appeals and Interferences on the interference.” 35 U.S.C\&hd6is
proper in this district under 28 U.S.C § 1391 (b}{8tausehis Court has personal jurisdiction
over the partiesSee35 U.S.C8 146 (providinghat “[i]f there be adverse parties residing in a
plurality of districts not embraced within the same statean adverse party residing in a foreign
country, the United States District Court for the District of Columbia shall hagdigtion™).
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Seeg.g, YedaMot. for Sunm. J. on Written Description [Dkt. 71] (Yeda Mot. re: Description)
at 10;see als®/26/10 Board Decision at 5973 (“Yeda argues that the 072 application neither
provides a written description nor enables the subject matter of the count. Ygdaiemat
focuses on the failure of 072 [Application] to disclose the compldermNinal sequences of the
count.”). The facts are not in contentitine’072 Applicationcorrectly identifiechine® amino
acids at the Nerminal of the TBHI protein. Parts (b) and (c) of the Count (from the 915
Patent) disclose eight completet&tminal aminaacid sequences, the shotteswhich contains
15 amino acids and the longest of which contains 22 amino acids. The real question is whether
Abbott’'s admitted failure to identify any of the complete amamid sequences recited in the
Count is fatal.

Yeda advancethreearguments concerning the amino acid sequences disclosed in
the’072 Application first, that the072 Application does natatisfy the express limitations of
the Count because it does eaplicitly includeat least onef the complete Nerminal amino
acid sequenca®cited in the Count; second, that Abbott cannot rely on the doctrine of inherent
disclosure becausdl of the amineacid-sequence limitations in the Count are material to the

patentability of Abbott’s claimsandthird, that a person of ordinary skill would not have

15 Depending on the context, the parties assert that the '072 Application identifiestbetight
and eleven amino acids of the TBRprotein. Yeda disputes Abbott’s assertion that the '072
Application identified a total of 11 unambiguous amino acids and claims that it only
unambiguously identified 10 amino acidSeeResponse to Abbott Facts at 15. One of Abbott’s
central arguments is that “thetlrminal amino sequence of the nine amino acids specified in
Sequence 1 of the ‘072 Application is characteristioraf and only one normal proteithe
normal TBP-II protein.” Abbott Mot. at 8. d&h parties agrethat a comparison of Sequence 1
of the 072 Application with Sequence 2 of the Count shows that the ‘072 Application
unambiguously identified nine amino acids of the TBP-II protein in the first sequAppendix

| to Response to AbboERacts;see alsdresponse tdredaStatement of Facts re: Written
Description [Dkt. 82-1] at 4. The Court will refer to the ‘072 Application as disclosimg ni
amino acids of the TBP-II protein.
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understood, at the time the '072 Applicatwas filed, that the specificatiahisclosed any
complete amin@acid sequencdisclosed in the Count.

Yeda quotesiyatt v. Boongl46 F.3d 1348, 1354-55 (Fed. Cir. 1998),ts basic
support:“the written description must include all of the limitations of the interference caunt, o
the applicant must show that any absent text is necessarily comprehendedeisctipgion
provided and would have been so understoddeatime the patent was filedHyattalso
instructs that “when an explicit limitation in an interference count is notmresthe written
description whose benefit is sought it must be shown that a person of ordinary skill weuld ha
understood, atie time the patent application was filed, that the description requires that
limitation.” Id. at 1353.See also Purdue Pharma L.P. v. Faulding 1280 F.3d 1320, 1323
(Fed. Cir. 2000) (“Put another way, one skilled in the art, reading the originlalstise, must
immediately discern the limitation at issue in the claims.”).

Yeda’s “first step” in furtherance of thdyattanalysis is its contention that “you
can't really define the invention properly without [identifying] all 22 [aminalagi OralArg.
Tr. | [Dkt. 94] at 1819. In the alternative, Yeda argues that @@ Applicationis fatally
flawed because it failed to identify, at the least, “the shortest [sequence]at,tianich |
believe is 15 amino acidsd. at 19.

Despite Yeda’'s adherence to @gyumentit is clear that the identification of
every amino acid in a sequence is not always necessary before it can be determaneéevthat
protein has been identified. The Federal Circuit most recently made this pamihbkn it
adqted the Board'’s findings iBanofiAventis v. Pfizer In¢733 F.3d 1364 (Fed. Cir. 2013).
SanofiAventiswas an interferenda which Pfizer claimegbriority of invention of a “DNA

polynucleotide that encodes the protein binding chain of tHeItecepor.” Id. at 1366. The
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Circuit noted the unremarkable fact that, under “applicable law [pre-AlA], tleafpiatawarded
to the first party to conceive and reduce to practice the invention represegnitedifiterference
count.” Id. The Boardawarded gority to Pfizer because Pfizer “had established conception of
the subject matter of the count when it selected, isolated, and obtained the des8kd full-
length polynucleotide and verified that it was the desired product, regardiekstber thelly
correct sequencing of the polynucleotide was compldte.”"On appeal, Sanofi continued to
argue that “conception of the claimed cDNA could not be established for priority pugpasges
the fully correct nucleotide sequence was determined, because the interferehgeasoun
directed to the isolated polynucleotiddd. In sharp contrast, the Board had concluded that,
“[flor proteins and polynucleotide species, a sequence is the gold standard fiyiigat
species with precision. . . . It does not, however, thereby follow that a sequence iy thayonl
to identify the composition precisely.ld. at 1369. Because the Board'’s findings were based on
substantial evidence and it had “applied the correct law,” the Circuit sustamaward of
priority to Pfizer, even though Pfizer had not identified all of the polynucleotides.

This should come as no surprise to Yeda. Indeed, Yeda’s own 339 Application
disclosed an N-terminal sequence consisting of 13 amino acids in the longest seaquknce, a
therefore dichot discloseany of the complete amino acid sequences identified in the Count. The
Engelmann Reference, written by Yeda’s chief scientist, reptiré¢édn Nterminal sequence of
five amino acids, together with other biological data, was sufficient to identify a novel TNFa-
binding protein.SeeEngelmann Referenc 1, 4-6. When prosecuting its URatent
Application No. 08/485,12€laiming prioity for Yeda’'s 339 Application), Yeda assured the
U.S. Patent Examiner that a novel protein can be “adequately definédgergrintedby a

partial amino acid sequenaeith disclosures of certain biological properties.” Abbott Mot., Ex.
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E [Dkt. 70-8] (Amendment to Yeda Application) at 16 (emphasis added). The Examine&r agree
and concluded that the amino acid sequence of the TBP-II protein is an “inherentyprafper

that protein.ld., Ex. | [Dkt. 70412] (Examiner’s Answerat 8, 12. In fact, despites argument
before this Court, Yeda conceded at oral argument that a full recitationlod alntino acids
identified in any of the sequences in the Counbimecessary for its identification. Oral Arg.

Tr. | at 25-26 (“The Court: And it seems to me that once | have 13 of 15 [amino acids in the
sequence], | got it because there’s najheise that’s going to resuithat we know of to date,

that's going to result, except this particular protein. [Yeda Counsel]: G8yr&écMore

critically, the parties agree that “tlemly normal protein containing the términal sequence set
forth in the '072 Applications the normal TBRI protein—i.e.,the same protein claimed in the
'915 Patent and recited in the Count.” Abbott Mot. at 8; Oral Arg. Tr. | at 18 (Yeda Counsel:
“[1]f you look at the amino acids which were . . . identified correctly in the 072 Apjdicat the
correct positions, we don't know of a protein today, other than TBP-II, that actually has . . . those
amino acids there.”).

Yeda attemp to avoid this evidence and its concesslmnshallenging Abbott’s
reliance on the doctrine of inherent disclosufatdoctrine holds that the requirement of
Sectionl12for awritten descriptiorcan be satisfied by showing that the filiktd apgication
inherentlydiscloses property othe laterclaimed subject matteilKennecott Corp. v. Kyocera
Int’l Inc., 835 F.2d 1419, 1422-23 (Fed. Cir. 1987). The doctrine stands on the recognition that a
“compound and all of its properties are inseparable; they are one and the sameRbgents of

the Univ. of New Mexico v. Knigl8221 F.3d 1111, 1122 (Fed. Cir. 2003hus, “the

16 Counsel promptly added that it would be necessary to have a purified and isolatedtiprotei
get a contiguous amino acid sequence ofl@i3at 26.

25



disclosure in a subsequent patent application of an inherent property does not deprovduttie pr
of the benefit of an earlier filing date. Nor does the inclusion of a description of dpatyrin
later-filed claims change this reasonable resukénnecott835 F.2d at 1423%ee alsd'herma

Tri Corp. v. Peachtree Doors, Inel4 F.3d 988, 993 (Fed. Cir. 1993).is not necessaryf

skilled artisans to possess actual knowledge of an inherent property so longhamtliging
provides an adequate description of the claimed inven@eHitzeman v. Rutte243 F.3d

1345, 1354 (Fed. Cir. 2001) (“Where the balance of the claim fully identifies the compound . . .
and the property is inherent, we fail to see that such statements add anythindaionthe c
definition of the named compound.Gjlvestri v. Grant496 F.2d 593, 599 (Fed. Cir. 1974).

Yeda stresses that “in the context of priority determination, the allegedhgnthe
limitation cannot be material to tipatentability of the inventioh. Hitzeman 243 F.3dat 1355
(rejecting “conception” of invention based on later-discovered inherent prap&ega
contends that Abbott relied exclusively on amino acid sequences to distinguish priey gre
Engelmann Reference, and to persuade the Patent Office to iss@&3latent Yeda therefore
urges the Court to disregard Abbott’s reliance on inherency to prove Abbott’s invention of the
TBP-11 protein based only on nire@mino acids at the #&rminal.

Yeda, lowever, has misread the prosecution record. Reviewing the '915 Patent,
the Patent Examindirst concluded that prior art relating to th8P-1 protein invalidated the
claimedTBP-Il protein. Decl. in Support of Yeda Motions for Sumn{Y&daExhibits) [Dkt.

74] Ex. K (Office Action dated 6/1/93) at 5. To overcome this rejection, Abbott convinced the
Patent Examiner that Dr. Engelmann conclusively distinguishedITB&n TBP-1 based on

variations of five contiguous amino acids at théelminal. 1d., Ex. N [Dkt. 74-4] (Abbott
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Response dated 10/7/93) at’3In response, the Patent Examiner withdits priorart-based
rejectionbecause it agreed with Abbott that the “prior art protein was in fact differentfiem
protein of the applied reference” and issued the '915 PalentEx. O [Dkt. 74-4)Office

Action dated 10/22/93) at 228. Thus, Abbott demonstrated that TBRvas different from

TBP-I and patentable based, in part, on Dr. Engelmann’s descrgiteonew protein after he

had identified only five amino acids. Abbott distinguished prior atic{@es on TBPFI) by
embracing(not distinguishing) the Engelmann Reference to show that a second TBP protein
existed. In making its argument to the Patent Examiner, Abbott did not rely ohthey o
additional amino acids identified in tH#L5 Patent. Te peculiar nature of Abbott’'s reliance on
the Engelmann Reference to support the fact of the separate existencegherotein
undercuts Yeda’s argument here. The Court concludes that Abbott can rely on the doctrine of
inherent disclosurbecausehe additional amino acids identified in the Count, but not disclosed

in the '072 Applicationarenot material to the patentability of the TBIFprotein.

17 Abbott argued:

The Engelmann et al. paper was published after the effective filing
date of the preserpplication. This paper disclosed for the first
time that there exist two different specifically TMiding proteins
(TBPs) in the human urine.

TBPI: NH2-Term: ASRSERVAL -CYS-PRO
TBPII: NH2-Term: VAL-ALA -PHETHR-PRO

.. . [T]he Engelmann et al. paperesents evidence that the TNF
binding protein . . . is TBPI. Applicants’ claimed protein is TBPII.

Id. at 3.

18 More precisely, the Examiner agreed to withdraw its rejection after it recaigertified
translation of the Engelmann Reference.
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Next, Yeda maintains that one of ordinary skill in the art must have been able to
deduceeach ofthe additional amino acids identified in the Count based on those disclosed in the
'072 Application. SeeYeda Mot. re: Description at 23 (citirggilent Techs., Inc. v. Affymetrix,

Inc., 567 F.3d 1366, 1383 (Fed. Cir. 20@9)hevery essence of inherency is that one of ordinary
skill in the art would recognize that a reference unavoidably teaches the piopgrgstion.”)).
Yeda argues that “there is no dispute here by Abbott that one of ordinary skill, back in 1989,
looking at the 072 Application coulibt have discerned . . . that the missing amino acids . . . are
inherent, inherently disclosed or inherently described.” Oral Arg. Tr. | at 3thoW¥ doubt, the
'072 Applicationdid not disclose any of ttmmpleteaminoacid sequences set forth iret@ount;

it erred in one identified amino acid, inserted an X in the sequence for amino acigst not
identified, and suggested probable amino acids (not always correctly) whetaumcg&bbott’s
experts acknowledge thdte unknown amino acids could rrdve been predicted or otherwise
identified as of the date of filing of tH@72 Application. SeeYedaExhibits Ex. G[Dkt. 74-3]

(Dep. Of Dr. Heinz Hillenpt 6364.

Nonetheless, the Court is persuaded that Yeda'’s test for inherent disclosure is not
scientifically or legally requiredshen the claimedubject matter is a protein and the limitation at
issue is theprotein’s aminacid sequenceYeda’s position ignorethat™ [i] nherent’ properties
.. .are the rare exceptions the rulethat a partymustshow possession of ‘every feature’ recited
in the count and that ‘every limitatioof the count must have been known to the inventor at the
time of the alleged conceptionHitzeman v. Rutte243 F.3d 1345, 1354-55 (Fed. Cir. 2001).

The purpose of the written description requirement of 35 U.S.C. 8§ 112 is “to ensure that the
inventor had possession, as of the filing date of the application relied on, of thec sudxdct

matter later claimed by him.Haynes 146 F.3d at 1354Sanofi Aventigonfirms, under in re
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Wallach 378 F.3d 1330, 1333 (Fed. Cir. 2004), when a protein was described by a partial
amino acid sequence in addition to other characteristics sufficient to idgrttiy inventors
were in possession of the protefd.”

This Court has no difficulty concluding that the Board’s findings bheee
supported by substantial evidendehe’072 Application correctly identified nine of 15 amino
acids in the top line of the full N-terminal sequences recited in the Count. Thappligation
also identified certain biological characteristics of the novel protein: ifiglecular weight of
about 42 kilodaltons (kDa); (2) the specific biological property of inhibiting the axitoty of
TNFa; (3) found in the urine debrile patients; and (4) notusually)digestible trypsin.See’072
Application Yeda's argument that “those other limitations . . . did not distinguish what Abbott
had in its test tubefails to read the Board’s decisions or Abbott’'s argument correctly. Oral Arg
Tr. 1 at 24. As the Board held and Abbott argugsartial amino acid sequenaadthe other
biologic characteristics distinguiskd theTBP-11 protein in the ‘072 ApplicationYedaargued:

What distinguished TBH, in fact, when Yeda scientists actiyal

purified and isolated it and actually got the entirgeNminal

sequence correct, a8 the sequence. So thethat's why the

sequence iso0 critical here is becausesitthat sequence that, in

combination with the other characteristics, distinguished what had

come before. And so once you have the complete sequence here,

you can distinguish what came before, in combination with the other
limitations in the count, of course.

Id. Yeda is incorrecthattheentiresequence for TBH is necessary to distinguish it from TBP
l. Yeda’s own reliance in multiple fora on fewer than 15 amino acids to identifyBRédl

protein imposes judicial estoppel against its contrary position I&&e, e.g., Comcast Corp. v.

19 Yedadoes noactuallydispute this.SeeResponse to AbboMotice of Sypl. Authority [Dkt.
91] at 3 (greeing that “under certain circumstances, a partial aagitsequence, combined
with other characteristics sufficient to identify a protein, can indicate that teetorg isolated
and thus physically possessed the protein.”) (internal quotation marks omitted).
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FCC, 600 F.3d 642, 647 (D.C. Cir. 2010). Even if judicial estoppel did not bar Yeda’s
argument, it is without meritWith identificationof other biologiaccharacteristics, a partial
amino acid sequender a proteinmay be sufficient to distinguish the novel protein from a
known protein. The Engelman Reference relied on biologoharacteristics, in addition tmly
fiveidentified amino acidsSeeEngelmann Referencd 1, 46 (“TBPII can be clearly
differentiated from TBPI by its lack of immunologicabssfeactivity, different NH2erminal
amino sequences, and a difference in chromatographic propertiek .Yeda itself argued to
the Patent Examiner that bagjic references with an incomplete amino acid sequence were
sufficient to identify thenovel TBP-II protein. SeeAmendment to Yeda Applicatiost 16
(stating that anovel protein can be “adequately defined ingerprinted by a partial amino acid
sequencavith disclosures ofertain biological propertiéy, Abbott Mot., Ex. BB [Dkt. 70-31]
(Technical Paper Explaining [Yeda]'s Invention to the Boatd (“The claims of [Yeda] which
have been designated as corresponding to the count in the declaration&@2thaerference]
are drawn to the substantially purified TBP-II protein identifgdh partial amino acid sequence
of 10 amino acid residues and by the functional property of being able to inhibit the icytotox
effect of TNF and/or to maintain the prolonged benefit effects of TNF.”g Bidard’s reliance
on biologiccharacteristics iaddition to specified amino acids adopted the very same approach.
See5/26/10 Board Decision at 5970.

Having found that the '072pplication adequately describ#tkinvention of the
TBP-11 protein, the Court agrees with Abbott that the additional araans of the TBRI
protein disclosed in the 915 Patent are inherenpgntees of the TBRI protein. Abbott cites
Wallachfor the proposition that “a protein’s amino acid sequence is an inherent propéy of t

protein.” Wallach 378 F.3d at 1134. Yeda objects, pointing out that the Federal Circuit adds
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that ‘the fact that Appellants may have isolated and thus physically possesséddbBBnot
amount to knowledge of that protein’s sequence or possession of ismpthier descriptive
properties. Id. at1334-35. The Federal Circuit, however, has previously said that an applicant
need not demonstrate knowledge of an inherent property at the time of Skblitzeman 243

F.3d at 1354. The additional amino acids “add[] nothing to the count beyond the other recited
limitations and [are] redundant to the counid’

Yeda’'s argument that th@72 Application was required to identify all 22 amino
acids, or alternatively, thE5 amino acids in the first sequence, contradicts its own application,
its own admissions arfeederalCircuit law. The full recorddemonstratethat the'072
Application satisfies the written description requirements of 35 U.S.C. § 1Xamblete
sequence of 15 amino aciisthe first sequenas not needed to identify and distinguish the
TBP-1l protein. Yeda's argument that one of ordinary skill would not have understood the ‘072
Applicationto disclose a full sequence of amino acids is merely a variant of the arghatent t
the’072 Application was infirm because it did not identify a full sequence of amino dtids.
fares no better on the second try. For the foregoing reasons, the Court wilLignardary
judgment to Abbott on the issue of written description.

B. Enablement: Claim Construction and Practicing the 072 Application and
the 2003 Experiments

Yeda’'s argument on enablement has parts: FirstYeda argues that Abbott
“failed to successfully practice its 072 Application protocol in 1989” because thedpretiat
is reported in the '072 Application did not yield a sample that was “purified and isolalbeat’
practiced just before the '072 Application was submitted. Oral Arg. Tr. |. at 35&%5nd
Yedaarguesthat to obtain the sample reported in the '072 Application, Abbott “worked out a

materially different protocol that involved different column chromatographieds,” which
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“they didn’t disclose in the 072 Application.” Oral arg. Tr. I. at 35. Yeda asks thi¢,@ears
after Judge Urbina issuduis Markmarf® opinion?! to construe the term “purified and isolated”
in the’915 Patent and the '072 Application. Abbott respotnds Yeda failed to raisés
proposed claims constructiamh any prior time in decades of litigation and is woefully latraf
discovery in this specific lawsuit has closed, to the severe prejudice of Avhath had no
opportunity to develop opposing evidence. However, it appears that Yeda proposed
approximatelythe same construction to the Boarttl Abbott proposes a corapng

construction. Tereforg the Court willaddress the argument

1. Construction of “Purified and | solated”

The Court begins with Yeda'’s request that the Court construe “purified and
isolated” to mean “sufficiently purified and isolated to permit identificatf one of the
complete aminacid sequences in the Count.” Yeda Mot. for Summ. J. on Enablement [Dkt. 73]
(Yeda Mot.re: Enablemet) at 13. Yeda argues thahé need for a purified and isolated sample
is the

principle [that] is at the heart of what Yeda’'s experts have explained

in this case, which is that the sample is dirty, it's contaminated, and

. .. one can’t discern anythirigat even comes close to a complete

15 to 22 amino acid sequence, and if the sample had been purified

gnq isolated, then that would be clear from the sequence data, but

it’s just not.

Oral Arg.Tr. 1l [Dkt. 96] at 9. Abbott opposes on the grounds that Yeda’s proposed construction

is the product of attorney argument and that a person of ordinary skill in the art in 1989 would

not know that “purified and isolated” required the specificatioeithier22 or 15amino acidsn

20 Markman v. Westview Instruments, |ri&17 U.S. 370, 385 (1996).

21 SeeAbbott II, 516 F. Supp. 2d 1 (D.D.C. 2007).
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sequenceSedd. at 3940. Abbott proposes that a protein is “purified and isolated” when
“you’re able to make a definitive identification of the protein.” Oral Ang.ITat 4022

The words of a patent claim “are generally given their ordinary and customar
meaning.” Phillips v. AWH Corp.415 F.3d 1303, 1312 (Fed. Cir. 2008) ppang (citation
omitted). “[T]he ordinary and customary meaning of a claim term is the ngetin@hthe term
would have to a person of ordinary skill in the art in question at the time of the inveetjas
of the effective filing date of the patent applicationd’ at 1313. “Importantly, the person of
ordinary skill in the art is deemed to read the claim term not only in the context @irticallpr
claim in which the disputed term appears, but in the context of the entire patent, indleding t
specification.” Id. “[I] n interpreting an asserted claim, the court should look first to the intrinsic
evidence of record,e., the patent itself, including the claims, the specification and, if in
evidence, the prosecution history. Such intrinsic evidence is the most significamt gbtire
legally operative meaning of disputed claim languagétfonics Corp. v. Conceptronic, Inc.
90 F.3d 1576, 1582 (Fed. Cir. 199Biternal citation omitted).‘In most situations, an analysis
of the intrinsic evidence alone will resolve any ambiguity in a disputed clami’ téd. at 1583.
“In some cases, however, the district court will need to look beyond the patentisintri
evidence and to consult extrinsic evidence in order to understand, for example, thelwatkgr
science or the meaning of a term in the relevant amgtine relevant time period.Teva

Pharmaceuticals USA, Inc. v. Sandoz, Id85 S. Ct. 831, 841 (2015).

22 Abbott notes that the '072 Application discloses a protein having a purity of greater than 90%
as a result of the protocol described in Example 2, whiatgties helps to discethe meaning
of “purified.” See'072 Application at 5.
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In arguing that it proposed a construction of “purified and isolated” to the Board,
Yeda adopts and re-argues points made on enablement inids legef SeeYeda Reply [Dkt.
85] at 21-21. As now, Yeda argued:

Furthermore, the enablement requirement of 35 U.S.C. § 112 is not

satisfied by the072 Applicationas there is no evidence of record

that those of ordinary skill in the art repeatingaBwle 2 of this

application would be able to obtaanprotein of sufficient purity to

allow an unambiguous #&rminal amino acid sequence to be

determined. . . Accordingly, the only conclusion that could be

reached by one of ordinary skill . . . is thi@re isno guarante¢hat

the process for obtaining the protein from urine as disclosed in

Example 2 of the ‘072 Applicatiorwould ever vyield an

unambiguous protein pure enough to obtain an unambigueus N
terminal amino acid sequence

Abbott Opp’n, Ex. PP [Dkt. 82-5] (Wallach Opp.lteMairePreliminary Mot.No. 1)at 2123
(emphasis added). Before this Court, Yeda asks that “purified and isolated” il cei
“sufficiently purified and isolated to permit identification of one of the cetepamineacid
sequences in the CountYeda Mot. re: Enablement at 1¥.eda claims that the language of the
Count, the specification of the '915 Patent, and the prosecution history of the '915 Patent support
this construction.d. at 13-16.

Yeda’'sproposed definition of “purified and isolated” is merely a lawyer’s repeat
of the failed argument that a full segpce of the TBM amino acidsmust have been
“unambiguoudly]” revealed. Given thdong history of this litigation and Yeda’s own repeated
admissions, the argument is a reiarter. h other fora, as well as before this Court, Yeda has
admitted that it is not necessary to identify a complete amino acid seqaeddbe Court has
rejected this argument unsoundSeeSanofiAventis 733 F.3d at 1369 (a protein can be
adequately described based on a partial amino acid sequence and other biol@jicétl idat
now clear, as a matter of law, theé&ntificationof a full amino acid sequendgnot required

whena patent applicant haslditionallydisclosed sufficient biological characteristafsa
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protein to “distinguish it from other materials, and to define how to obtairdt.(quoting
Amgen, Inc. v. Chugai Pharmaceutical Co., | 827 F.2d 1200, 1206 (Fed. Cir. 1991)
Furthermoe, the intrinsic evidence does not suppeda’s proposed
construction. First, Yedadmitsthatthe '915 specification “does not define or indicate that any
special meaning waseaant for purified and isolated. Yeda Mot. re: Enablement at 15. The
speification of the’915 Patentidentifiescharacteristics ahe TBRII proteinin addition to
aminoacid sequencese., the protein’s molecular weights ability to inhibit the cytotoxicity of
TNFa, its source, ands digestibilityby trypsin. The specification uses “purified” and
“isolated” in reference teources and techniquasedto obtain the protein. For example, the
specification states thgt]he novel proteins can be isolated . . . from the urine of patients with
fever,” “[t]he proteins can be purified by conventional methods such as affinign exchange
chromatographyand “the protein obtained [by the protocol in Example 2] had a purity of > 90%
by gel electrophoresis.Se€915 Patent at 2, 3. Withoekplanatim, nrone of these
characteristicssources or techniquesincorporated intd¥eda’sproposed construction.oe
combination of thestactors along with identificatin of a certain number of amiaaid
sequences, could also be used to define the term “purified and isolated.”
Part (b) of the Count describes the “purified and isolated TNFa-binding protein”
as havingne of eight aminacid sequencesSee supra. 12. Yet, defining “purified and
isolated” to mearisufficiently purified and isolated to pmit identification of one of the
complete anmo-acid sequences in the Count” woutthflate theelimitations Yeda has
advancedhe most stringent resttion from the Count and specification to form a narrow

construction of the term in furtherance of its legal position here.
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Yeda’s reliance othe prosecution history of the '91%t@nt fares no better.
Yedapoints toAbbott’s attemgs to distinguish TBP-II from prior art based on amaoca
sequenceas evidence that identification of a complete amino acid sequence is key to the
definition of “purified and isolated.’'SeeYeda Mot. re: Enablement at 1&ranted explanation
of the uniqueamino acid sequences of thBP-Il and TBP4 proteinswasnecessarjor Abbott
to convince the Patent Examiner that they are separate praibinstt distinguishedhe TBP-II
proteinfrom the TBP-1 proteinbasedin part, on Dr. Engelmann’sdcriptionof a new protein
after hehad identified onlyive amino acids The five amino acidglentified by Dr. Engelmann
were criticalbecause they were sufficiertilong with other biologic characteristieso
differentiate the novel protein from the known protetiere as before, Yeda ignoreke
significant rde the other characteristics of the THBRproteinplayedin the prosecution history of
the '915 Patent. The intrinsic evidenaealsthatthe term “purified and isolatedioes not
have the narrow meaning that Yeda’'s lawyers now ascribe to it. Thet@exafore rejects
Yeda'’s proposed definition of the term “purified and isolated.”

Because the intrinsic evidence alone cauriguablyrender severalariations of
the definition of “purified and isolated,” the Court finds the intrinsic evidence ingrffito
define the term. Therefore, the Court turns to the pasigserts to identify the meaning of a
term in the relevant art during the relevant time peridceVa Pharmaceutical435 S Ct. at
841. First, the Court notes thétda’sproposed construction is unaccepted by its own experts.
Both Dr. Shively and DrCapraacknowledgedhat different meanings could be imputed to the
term:

When | refer to “purified and isolated” and “purification” in this

statement, | have in mind variouseanings that | can imagine the

parties might contend apply to those terms, e.g., purified and
isolated or a purification so as to permit the identification of an N
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terminal amino acid sequence recited in the Count; purified and
isolated or a purificatioso as to ensure that TBRvas either absent
from a sample or did not significantly contribute to the activity
detected for a protein sample; and at least 90% pure.

YedaExhibits, Expert Statemenaf John E. Shively, PH.[Dkt. 74-10] (Shively Report)  68;
id., Expert Statement of J. Donald Capra, M.D. [Dkt. 74c&raReport) § 70. Abbott’s
experts, Drs. Bradshaw and Baldwin, provided opinions directly on the question of how one
skilled in the art at the time of inventiovould have understand the term “purified and isolated:”
In 1989, protein chemists recognized that the meaning of the term
“purified and isolatedtiffered with the context and purpose of its
use. In the case of the purification and characterization aflnov
proteins, protein chemists did not use the témorified ard
isolated to require absolute homogeneity. Rather, protein chemists
corsidered a protein sample to be “purified”it had sufficient

purity to permit a definitive identification and chaexization of the
protein of interest.

Abbott Mot., Ex. J [Dkt. 73] (Bradshaw Rebuttaf] 19 id., Ex. W [Dkt. 7626] (Baldwin
Rebutta) 1 19. Yeda does nobpmt toevidenceto contradict or undermine the position of
Abbott’s experts.SeeYedaReply at 22. The Court therefore adopts the statemebisof
Bradshaw and Baldwifor purposes of construing the term “purified and isul&

The Court is persuaded by the experts. The Court finds that Abbott’s proposed
construction—that a protein is “purified and isolated” within the meaning of the @aunt
results in a definitive identification of the protedmore accurately reflecthe intrinsic
evidenceand the expert opinions. It therefore adopts Abbott’s proposed construction and
construes “purified and isolated,” as used in the 072 Application (and therefore in the '915

Paten} to mean “purified and isolated enough to definitely identify the TBP-II protéi

23 Yeda’s objection that “definitely” itoo vague a term is rejecte8eeYeda Reply at 23. Both
parties acknowledge that the nine amino acids and other characteristicseidémtiie ‘072
Application belong only to the TBP-II protein and no oth®eeOral Arg. Tr. | at 18; Abbott
Mot., Ex. MM (Capra Dep.) at 49; BradshawRe § 16. “D efinitely” is the appropriate
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2. Enablement: Practicing the’072 Application and the 2003 Experiments

Yeda dscovered Abbott’s 1989 lab notebooks after this § 146 suit was filed in
September 2018 Abbott’s lab notebooks show that when it tried to repeat the '072 protocol
shortly before it submitted the '072 Applicatidfa]n attempt was made to assign gtengest
sequence, but it was not entirely unambiguous”taadample’s ability to neutralize TNFa was
“very weak.” YedaExhibits, Ex. S at A5521, A5522 (Abbott Lab Notebooks) Ex. X
(Verified English Translation) Thereafter, Yedaontends, Abbott “abandoned the '072 protocol
before it filed the ‘072 [A]pplication, and used a materially-different protaxobtain the
protein sample reported in the ‘072 [A]pplication.” Yeda Mot. re: EnablementZt B&m
this history, Yeda cries foul and asserts that Abbott cannot rely on the '072 Aipplica
support the '915 Patebecause thé)72 protocol neither resulted in a purified and isolated
protein nor was thactualbasis for the amino acids identified in tB&2 Application.

The Patent Act uires a specification to “contain a written description . . . of the
manner and process of making and using [the claimed invention] in such full, concise,@nd exa
terms as to enable any person skilled in the art . . . to make and use the same ....” 35 U.S.C.
8§ 112, 1 1. “To be enabling, the specification of a patent must teach those skilled irntve art

to make and use the full scope of the claimed invention without ‘undue experimentation.™

adverb,as itcompots with the experts’ statemerdad followsSanofi Aventisvhich requires
definition of a new protein “so as to distinguish iSanofi Aventis733 F.3d at 1369.

24 Yedadid notask earliefor Abbott’s lab notebooks. Interestingly, Yeda’s own lab notebooks
have not been found and Dr. Engelmann’s notes from the 2003 Experiment have been lost since
he last reviewed them prior to a depositiorhis matter.

25 Abbott challenges Yeda’s interpretation that it “failed” and “abandoned Ot protocol. It
insists that its goal was not to obtain immediately the complete amino acid seqeeitedsn
the Count, but to try to acquire different kinds of information about the protein, including
potential therapeutic propertie€deeAbbott Oppn at 3435 (quoting Dr. Heinz Hillen).
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ALZA Corp. v. Andrx Pharmaceuticals, LL €03 F.3d 935, 940 (Fed. Cir. 2010) (internal

citation omitted). “That some experimentation is necessamgractice the invention does not
constitute a lack of enablemertlas Powder Co. v. E.I. DuPont De Nemours &,0&0 F.2d

1569, 1576 (Fed. Cir. 1984). “Whether undue experimentation is needed is not a single, simple
factual determination, but rather is a conclusion reached by weighing margit factu
considerations.”In re Wands858 F.2d 731, 737 (Fed. Cir. 1998). A court need not consider all
of theWandsfactors, but only those that pertain to the facts of the d&asmen, Inc. v. Chugai
Pharm. Co., Ltd.927 F.2d 1200, 1213 (Fed. Cir. 1991).

A. Practice of the’072 Application in 1989

The protocol in Example 2 de’915 Patent repeats the protocolrfrecxample 2
of the 072 Application in relevant parCompare915 Patentt 2-3 with ‘072 Applicationat 4
5. Yeda claims, and Abbott does not effectively dispute, that the Abbott stdaitempted to
duplicate the072 protocol just before the '0Applicationwas filed and gotveakresults.
Yeda’'s new evidence shows that “[tlhe sample that Abbott actually obtained ayepracticed
the 072 protocol—the protocol reported in the applicatifiresulted in a sample that was more
contaminated and legurified and isolated than the sample they actually repor@ihl’ Arg.
Tr. I at 3435. Therefore, Abbott scientists “worked out a materially different protocol that
involved different column chromatography methods. That's the procedure, that’s tieprot
which they didn’t disclose in the 072 Application, and they actually used that to obtain the
sample reported in the 072 Applicatioid” at 35. More precisely Dr. Capra, one of Yeda’s
experts, states:

291. Inthé072 Application the applicants said that the purification

and isolation protocol that they followed was, in general: filtering

urine using a Hemoflow F60 filter; passing the subsequent retentate

through a SSepharose column; loading a fraction from that column
onto a TNr-affinity column; and then loading the eluate from that
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TNF-affinity column onto a Mond) anionrexchange column.
A2923-A2924.

292. The purification and isolation protocol that the '072 applicants
actually used to obtain and identify the disclosed ginotvas
materially different from the protol that they disclosed in th@72
Application Instead of using a chromatographic procedure
including an SSepharose column, a TNF affinity column, and then
a MonoQ column, the applicants used a TNF affinity column, and
then a MoneS column, and then a Mof@ column. Thus, th®72
Application incorrectly states that the protocol disclosed in that
application was used to obtain the disclosed proteins (and the amino
acid sequence information therein), and $seguences that were
reported in thé 072 Applicationwere actually obtained using a
procedure different that that disclosed in the '072 Application. The
'072 applicants did this after they practiced the '072 protocol and
obtained a contaminated protein sample . . . .

297. . . . [U]sing a Mon& column instead of an-Sepharose
column, and using a TNF affinity column, a MeSocolumn, and
then a MoneQ column, were materially different from the protocol
disclosed in thé072 Application, were not disclosed or suggested
by the’072 Application, and likely had a significant difference on
the quality of Abbott’s results (although the sample they obtained
remained contaminated).

YedaExhibits, Expert Statement of J. Donald Capra, M.D. [Dkt. 74z8p(aReport) 11 291,
292, 297.Yeda asserts that this history reveals thatafig Application did not specify a

protocol that would enable a person of ordinary skill in the art to duplicate the invé&htion.

26 This is a new argument, not presented to the Board, based on new evidence. The Court
therefore is ae novdactfinder. See Winner202 F.3d at 1347-48. Nén last before the Board,
Yeda attacked the use of a Hemoflow F60 filter made by Fresenius AG becawesged|gll
“could not retain the protein of the [Clount.” 5/26/10 Board Decision at 5975. Thereby,, “Yeda
in effect, challenge[d] the operativeness of Example 2 [of the ‘072 protocol] to cateahe
proteins from urine,” relying on experts not before the Coeré¢ Id. at 5976. The Board found
the evidence insufficient, in part because the filter useddula scientists years after tly2
Application and '915 Patentere filed was not the same filter used by Abbott scientists, and
because Yeda’'s attempts to duplidaiample 2 of the '072 Application were of little value
inasmuch as Abbott scientists ieeneither invited to, nor did, observiel. at 5979.Yeda ro
longer relies on thiargument.
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Abbott responds that it is “[u]ndisputed that Abbott used sources and methods in
addition to the protocol in the 072 Application, but disputed that the 072 protocol did not yield
a protein containing the sequences recited in the Count.” Response tbatéslee:

Enablement [Dkt. 82-2] at 6. Abbott does not dispute that its lab notebooks show use of
differentchromatographic procedures and equipment prior to submission of the '072
Application, but disputes thahese differences were materiddl. at4-5. Abbott also
acknowledges that, aftéhe’072 Application was filed, it continued its research and used
additional sources and methods to identify the complete 22 amino acids identifieddbh3he ’
Patent Id. at 67; see’089 Application [Dkt. 70-14]. Abbott points to the 2003 Experiments to
prove that the ‘072 protocol successfully resulted in sufficient biological evidgrtamino
acids of the TBRI protein to prove its discovery.

The Court finds that Abbd#t prefiling modifications to thé072 protocol do not
bear on the question of enablement, which concemspgécification of @atent. The real
inquiry, then, is whether the 072 protocol, as written and disclosed in the ‘072 Application,
“teach[es] those skilled in the art how to make and use the full scope ofithectlavention
without ‘undue experimentation.”’ALZA Corp, 603 F.3d at 940. The legitimacy and outcome
of the 2003 Experiments are the proper focus of this inquiry.

B. 2003 Experiments

Abbott cites to the 2003 Experimentdully observed by Yedacientists, which

followed the 072 protocol and resultedan identifiable TBHI protein, as support for its

27 Because Yeda’s expertssaved both stages of the 200@Erimens, the Court has

considered all evidence regarding theBeeCarnegie Steel Co. v. Cambria Iron C&85 U.S.

403, 420-21 (1902) (evidence of testing without opportunity afforded the opponent|[] to inspect
the plant or witness its operation likely inadmissibWggoner v. Bargei63 F.2d 1377, 1382
(CCPA 1972) (“the results of tests made by one party . . . without notice to, and in theeabse
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position that the ‘072 protocol satisfies the enablement requirentee¢®ral. Arg.Tr. Il. a 35
(“The 2003 experiment took Example 2 [of the '072 Application and the '915 Patent] and it
replicated Example,2nd it did so in the presence of experts from the opposing party.”)
Bradshaw Rport 140-52. Yeda challenges the results of the 2003 Experiments because
“Abbott didn’t follow theprecise protocoland“the amino acid sequence data that was
generated in those experiments shows contamination. . . . [IJt does not reveal a puodified
isolated protein.” Oral Ardlr. | at10, 40-41.

i. The 2003 Expeiments Materially Followed the ‘072 Protocol

Yeda does not argue about the chromatography techniques performed during the
2003 ExperimentsSeeOral Arg. Tr. Il at 10 (Yeda: “[A]s far as the count chromatography
that’s reported in the ‘072 Application, we're not taking the position that they didn’hdothe
'072 Application said to do” in the 2003 Experiments.). Instead, Yeda objects that during the
2003 Experiments Abbott scientists “actually put a lot less protein on the gel” aahipahe
'072 protocol. Oral ArgTr. Il at 1617. Yeda assertthat less protein would produce stronger
evidence of the TBM protein. Id. at 17 (Yeda: “Why does that matter? When you're putting
less protein on the gel, . . . the contaminants are less likely to be visible.”). Altbaugh
Bradshaw stizzd that 2 micrograms is the “normal amount that’s used in experiments of that
type” and noted that smaller amounts of protein were loaded onto certain lanes bfritbege
2003 Experiments, he was not asked about the significance of using leSssgbbott Mot.,
Ex. KK (Bradshaw Dep.at 8084; 170-174. Yeda’'s experts, Dr. Shively and Dr. Capra, do not

cite this alleged deficiency in their review of the 2003 Experimed¢zShively Report § 302-

of, the other party . . . [are] for that reason alonéledtto little or no weight”)superseded on
other groundsKubota v. Shibuya99 F.2d 517 (Fed. Cir. 1993).
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314; Capra Repofifff 304316. The Court does not accept or rely on a lawyer’s late invention of
a scientific argument.

Yeda alsargues that Abbott did not perform an amino assay in 2603did in
1989, which, Yeda contends, would have shown evidence of contamination with TBP-1. Oral
Arg. Tr. Il at 19;see alsShively Report § 308 (“Abbott’s 2003 experiments did not include any
immunoassay with antibodies to TBRo rule out the existence of TBIRn Abbott's protein
fractions . . ..”). Abbott does not address the point, and the Court deems it cordéuitider
it matters is a different question. Yeda'’s attack on the 2003 Experimeittimatelydependent
on its proffered definition of “purified and isolated” which the Courtdlesady rejected.

Yeda does not otherwise dispute that Abbott followed the '072 protocol during
the 2003 ExperimentOn the recorés a wholethe Court concludes that the 2003 Experiments
materially followed the '072 protocol.

ii. The 2003 Experiments Demonstratethat the '072 Protocol
Producedthe TBP-II Protein

Yeda neatly describes its centodljection to Abbott's 2003 Experiments:
So that principle is at the heart of what Yeda's experts have
explained in this case, which is that teample is dirty it's
contaminatedand part oftie evidence of that is looking at the data,

one can'’t discern anything that evesmes close to a complete 15

to 22 amino acid sequencand if the sample had been purified and

isolated, then that would be clear from the sequence data;sbut i
just not.

Oral Arg. Tr. Il at 9(emphasis added)The presence of contaminants in saenples produced
by the2003Experiments are “the heart” of Yeda’s case but ultimately fails to proveiits po
The relevant question is whether the '072 protocol results implsérom whichTBP-1I can be
definitively distinguished fronrTBP-I. The answer to that questioncisrtainlyyes,

contamination and all.
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Abbott concedes that contaminants may have been present in the samples, but
insists that “it cannot be denied thatatever contaminants may have been present, the Abbott
scientists were able to identify a protein that has each of the amino acidedpedthe count.”
Oral Arg. Tr. 1l (Abbott) at 43. Based on their review of the sequencingsebolh of Abbott
experts conclude that a person skilled in the art who followed the '072 protocol would have
obtained a protein with one of the amino acid sequences identified in the GeeBradshaw
Rebuttal 1 47-52; Baldwin Rebutff] 6971.

Yedaasserts that the Boafalled to apprehend that the ‘gesh”?8 resulting from
Abbott’'s ‘072 protocol inevitably means that a scientist of ordinary skill in the ad cotlhave
identified an unambiguous sequence of amino adial Arg. Tr. lI(Yeda)at 3, 7, 9.Yeda
notes that Dr. Baldwin, Abbott’'s expert, admitted that the protocol in the '072 Applicatiah coul
lead to “anywhere from 35 to 60 percent of the amino acids that were detected imeangygle
could be from a contaminantld. at 13. Dr. Baldwin explained that the unaccouritedzmino
acids “could come from internal sequences in TBP Abbott Mot., Ex. OO (Baldwin Depat
183. Dr. Capra, Yeda's expert, opirtbat “the data suggests that the percentage of
contaminants in the sangptould have beeas high as 15 to 20%.” Capra Report § 313.
Although Dr. Capra and Dr. Shivelyeda’'s expertgjeclarethat “the amino acid sequence data
that Abbott obtained from its 2003 experiments does not permit one of ordinary skill ttyident
any of the eight Nerminal amino acid sequences recited in the Cothrey both admit that one
could identify the sequences if one knew what to look for, despite any contaminagipra C

Report 9 310, 315; ShiveReport| 308, 313 Specifically, wha asked whether the results of

28 “Gemish is Yiddish for ‘mixture” SeeGemish definition, Yiddish Dictionary Online,
http://www.yiddishdictionaryonline.conglast visited April 9, 2015).
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the purification procedure demonstrated that Abbott obtained a sample containing DBP-
Shively answered that he “would conclude that the sample [from the 2003 Experinaehts]
some TBPIl in it based on hindsight, based on the knowledge of the sequence df. TBReda
Opp’n,Ex. 1l [Dkt. 81-10] (Shively Dep.) at 10%e alsoconfirmed that “[tlhe multiple
sequences that were obtained by Abbott in 2003 to the best of my knowledge do not correspond
to TBR-L.” Id. at 110. In light of Dr. Shively'stestimony,the Court finds thahere isno
materialdisputethatthe ‘072 protocol resulted in samples containiigP-11 that could be
discerned byne of ordinary skill in the art.

Yeda contends that one of ordinary skill in the art in 1989 would not have used
Coomassie Blue, a dye used by Abbott scientists in 1989 and 2003 to provide evidence of
purification. Id. At oral argument, Yeda asserted tha}t‘fiasn’t been rebutted that one of
ordinary skill in the art typically does not rely on Coomassie Blue . . . [inst¢advef stain.”
Id. Yeda’s expert, Dr. Shively, stated that “Coomassie Blue stain . . . was welltkade not
nearly as sensitivas other stains (such as silver stain) for detecting small amounts ofiprotei
One of ordinary skill in the art would have expected Abbott to use a more sensitive stain.”
Shively Report { 118. Dr. Baldwin, Abbott’s expert, admitted that proteins do not show up with
the same intensity stains other thasilver stained gelSeeBaldwin Dep. at 99. Dr. Bradshaw,
Abbott’s expert, testified that “if there was a contaminant present to the extent afcédtpé
would have been visible in the Coomassie stain. The absence of any such bands suggest to one
skilled in the art at that time that the protein band would have been in the order of 90 percent
pure.” Bradshaw Dep. at 143. Dr. Bradshaw also stated that “[ijn 1989, as today, protein
chemists routing used Coomassie blue stain in SBAGE analysis to measure the purity of

isolated proteins, including TNébinding proteins.” Bradshaw Rebuttal § 45. The Court finds
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the issue of the Coomassie Blue stain is not material to the legitimacy of theddd@pas
practiced in 1989 and 2003. The point may be one of contention among scientists about the best
way to demonstrate a sample’s purificatteBoomassie Blue or silver stairbut the selection
of one rather than the other does not invalidate the ‘072 protocol. No expert suggests that one or
the other hue was fatal or necessary.

Yeda challenges the identification of amino acids from the contaminated sample
produced from the 2003 Experiment3ral Arg.Tr. Il at 13-14 {Yedg (“[I]f you already know
the sequences to look for, which Abbott’s experts did, then you can see the sequences, but you
can also see other sequences in the data. That's not a genuine demonstratioanoéentitl. .
[W]e submit that it biased thedpinions in this case.”). Howeverlader scientist, seeking to
reproduce the protocol taught by the ‘072 Application, would inevitably “know the sequences to
look for:” the resultspecified in the patent. And, as Abbott points out, this is the central
guestion of an enablement case: whether a skilled person alisoighe information in the
challenged specification, could practice the ckdnmvention. SeeAbbott Opp’n [Dkt. 82]at
36-37. Yedaresponds that the sufficiency of an application must be judged as of the fikng dat
see VagCath Inc, 935 F.2d at 1566, and one skilled in the art would not havéhbduaknefit of
the complete sequences disclosed indhé Patent.However this obgction agairrests on the
rejected premise that oskilled in the art mudtave beemble to identifya full sequence of5
or 22amino acid of the TBPH proteindisclosed in the Count. Yedannot escape the fact that
the amino acids identified kifze ‘072 Application are foundnty in the TBP-Il protein and that
the amino acidsf the TPBH protein werefound in the contaminated sample produced by the

2003 Experiments after adhering to the '072 protocol.
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Lastly, Yeda questions how it could be that the '072 protocol failed when
attempted inate May 1989 and “just magically work[ed] in 20030ral Arg. Tr. Il at 10 This
is apurely speculative questi@nd is rejected awither factuahor legal argument.

Nonetheless, the CouscognizeghatYeda’'s argumendn enablement rés on
the alleged “failure” ofAbbott scientists to duplicate the '072 protocol in 1989 when it
discovered TBP-II and some of its amino aci@&bott’s defense rests on its initial success in
1989 (uncontested by Yeda)balt in a “contaminated” sample, and the success of the same
protocol in 2003 to produce a “contaminated” sample following the ‘072 protocol from which
TBI-1l amino acidsverediscerned. Inasmuch as Yeda’s scientists were immediately present and
observant at the 2003 Experiments, while an unobserved scientist reproducing the '072 protocol
in 1989 may have erred in some unknown way, the Court credits Abbott and the scientists for
both parties that the ‘072 protocol resulted in the presence of TBP-Il amino aciusttheri
2003 Experiments, albeit in a “contaminated” sample. Thiglifealeproduction of the '072
protocol, under the wary view of Yeda’s own scientists and invergstablisheshat the 072
Applicationenabled the TB# protein. The Courtwill grant summary judgment to Abbott on
the issue of enablement.

C. Best Mode

Finally, Yeda argues that the '072 Application does not comply with 35 U.S.C.
§ 112 because it does not set forth the best mode practiced by Abbott for obtaining tthe TBP-
protein. Specifically, the ‘072 Application does not disclose the modified protocol thattAbbot

relied upon to obtain the protein and an unspecified number of amino acids immediately before
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filing the '072 Application. SeeYeda Mot. for Summ. J. on Best Mode [Dkt. 72] (Yeda Mat. re
Best Mode)t 911.2°

Sectionl12 requires that the specification of a patent “set forth the best mode
contemplated by the inventor or joint inventory of carrying out his invention.” 35 U.S.C. § 112.
Courts engagm a twopronged inquiry to determine compliance with the best-mode

requirement. “First, the court must determine whether the inventor possessédadie of

29 Abbott firstargueghat Yeda waived its bestode defense by failing to present it to the
Board. SeeAbbott Opp’n at 38. In lighof the Federal Circuit’s decision firoy v. Samson
Mfg'g Corp, this argument does not have mefee Troy758 F.3d at 1325 (“[W]e conclude
that new evidenceronew issues is admissible” in Sectib46 proceedings). Abbadtso
contendghat it needchot complywith the best mode requirement of 35 U.S.C. 8 112 to receive
the priority date of itearlierfiled Germanapplication. SeeAbbott Opp’n at 38. It cites
Cromlish v. D.Y,.57 U.S.P.Q.2d 1318 (B.P.A.l. 2000y theBoard’s statemerthat “it is not
apparent why it should be necessary for a priority benefit application ty sdititre
requirements [of § 112] for the patentability of a claim as long as it is sufficieshow prior
invention by another."The Board later explained Scripps Research Inst. v. Genentech,,Inc.
2005 Pat. App. LEXIS 19, *37-38 (B.P.A.l. February 28, 2005),@mamlish“did not hold that
there is no best mode requirement for constructive reduction to practiceWhil€ this Court
shares th€ronlish Board’s skepticism that the besibde requirement bears on the underlying
issue of invention, the Federal Circuit has explained that

Section 119 provides that a foreign applicatishall have the same
effect’ as if it had been filed in the Uniteda®es. 35 U.S.C. § 119.
Accordingly, if the effective filing date of what is claimed in a
United States application is at issue, to preserve symmetry of
treatment between sections 120 and 119, the foreign priority
application must be examined to ascerthihsupports, within the
meaning of section 112, § 1, what is claimed in the United States
application.

In re Gostelj 872 F.2d 1008, 1011 (Fed. Cir. 1988 alsaBigham v. Godtfredse®57 F.2d

1415, 1418 (Fed. Cir. 1988) (noting that for priority claim under 35 U.S.C. § 119, disclosure of
subject matter of the count must meet the requirements of 35 U.S.C. § 112, firstgtgragra

Frazer, 498 F.3d at 1287 (“Constructive reduction to practice does not invoke different standards
whether the priority document is foreign or domestic.”). When Congress amended@G5 U.S

§ 120 in 2011, it repealed the best mode requirement so that an earlier filed applieationlye
comply with the written description and enablement requirements of Sectior's&&25 U.S.C.

§ 120 (2011). The amendment does not have retroactive effect, ho\Begtimode was plainly

a requirement 085 U.S.C. § 112, paragraph 1, and, therefore, the Court entertains Yeda’s best
mode argument.
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practicing the claimed invention at the time of filing the patent applicafibis first st@ is
subjective and focuses on the inventor's preference for a best mode of préoticmgention at
the time of the application’s filing datd&he second step is an objective inquiry to determine
whether the inventor concealed from the public the best mode of practicing theanveStar
Scientific, Inc. v. R.J. Reynolds Tobacco 665 F.3d 1364, 1373 (Fed. Cir. 2011) (internal
citations omitted).“If the inventor in fact contemplated such a preferred mode, the second part
of the analysis compares what he knew with what he discloseithe-disclosure adequate to
enable one skilled in the art to practice the best mode or, in other words, has the inventor
‘concealed’ his preferred mode from the ‘public’hemcast Corp. v. Arco Indus. Corp13
F.2d 923, 928 (Fed. Cir. 1990). “Violation requires intentional concealment; innocent or
inadvertent failure of disclosure does not of itself invalidate the patémeliers 717 F.3d at
1357.

Yeda concedes that it hpsesented no evidence showing that Abbott
intentionally concealed its best mode. Yeda argued only that Abbott did not disclose its
preferred mode in the '072 Applicatio®eeYeda Mot. reBest Mode at 1112. In response to
Abbott’s defensehat Yedahadpresented no evidenoéintenional concealmentedaonly
suggests that “if the Court does not grant one of Yeda’s other motions for summargnpiidgm
Yeda may seek leave to take additional discovery regarding Abbott’s faildrsclog its best
mode.” Yeda Reply at 36° Notwithstanding Yeda’s positicdhat Ateliersshould be reversed,
Ateliersis binding precedent on this Court and péantiff, Yedamust establish intentional
concealment to support its best mode theddpreover, as the party seeking summary

judgment,Yeda “always bears the initial responsibility far. identifying those portions offite

30 This case iswenty years old. Discovery is closed.
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pleadings, depositions, answers to interrogatories, and admissions on filegrtagttlihe

affidavits, if any,’'which it believes demonstrate the absence of a genuine issue of material fact.”
Celotex 477 U.S. at 323Becausereda concedes its failure to present amglence of
intentionalconcealmentYedacannot meet this initial responsibility and its best mode argument
fails. Seealso Bigham857 F.2d at 1418djecting argument obest mode in appeal from Board
decision ininterference proceeding where there is no claim that defendant concealed igiormati
in patent application). The Court will deny Yeda’s motion for summary judgment on beést m

VII. CONCLUSION

The Court finds that there are no true disagreements of fact between the parties.
While the experts disagree, in pdhose disagreemerttsat are relevardre resolved on the
record. Thus, as both parties’ motions for summary judgment sugge€ourt agrees that this
matter can be decided without an evidentiary hearing.

Having so concluded, the Couffiams the May 26, 2010 decision of the Board
of Patent Appeals and Interferences and fthds Abbott is entitled to the benefit of theai9,
1989 application date of the '072 Application in Germany. The Gailirgrant Abbott’s motion
for summary judgment, Dkt. 70, amdll deny Yeda’s motions for summary judgment, Dkts. 71,
72, and 73.Judgment will be entered in favor of Abboth memorializing Order accompanies

this Qpinion.

Date:April 15, 2015

/sl
ROSEMARY M. COLLYER
United States District Judge
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