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UNITED STATESPATENT AND TRADEMARK OFFICE

BEFORE THE PATENT TRIAL AND APPEAL BOARD

PAR PHARMACEUTICAL, INC., BRECKENRIDGE PHARMACEUTICAL,
INC., AND ROXANE LABORATORIES, INC.
Petitioners

V.

NOVARTISAG
Patent Owner

Case |PR2016-00084"
U.S. Patent No. 5,665,772

Before LORA M. GREEN, CHRISTOPHER L. CRUMBLEY, and
ROBERT A. POLLOCK, Administrative Patent Judges.

PETITIONERS OPPOSITION TO
PATENT OWNER’'SMOTION TO EXCLUDE

! Breckenridge Pharmaceutical, Inc. was joined as a party to this proceeding viaa
Motion for Joinder in IPR2016-01023; Roxane Laboratories, Inc. wasjoined as a
party viaaMotion for Joinder in IPR2016-01102.
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The Board should deny Novartis's procedurally and substantively deficient
motion to exclude, which islargely a de facto sur-reply and motion to strike.
Novartis failed to point to where it timely objected with the required specificity,
and in many cases, it did not so object. Moreover, Novartis did not seriously
attempt to demonstrate that any evidence should be excluded because it is not
admissible under the Federal Rules of Evidence. Instead, it alleges procedural
defects or argues relevancy, contending that the Board should not give the cited
evidence and argument any weight. Given Novartis' s repeated procedural
violations and its frivolous motion, Petitioners reserve the right to seek sanctions
under 37 C.F.R. §42.12.

. Topicl-TheBoard should deny Novartis's motion to exclude evidence
and argument pointing to relevant applicant-admitted prior art

In describing the known problems with rapamycin, the’ 772 patent states
“rapamycin is highly insoluble, making it difficult to formulate stable galenic
compositions.” * 772 patent at 1:39-40. Novartis argues that it later added this
information to its original disclosure in violation of 35 U.S.C. 8§ 132 (forbidding
addition of new matter) in an effort to maintain a priority date to which it was not
entitled, and therefore Petitioners cannot rely on it as evidence of the state of the
art as of that earlier, undeserved priority date. Mot. 3-4; see also POR 52 n.6.
However, it does not matter when Novartis added the admission. “Admissionsin

the specification regarding the prior art are binding on the patentee for purposes of
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alater inquiry into obviousness.” PharmaStem Therapeuticsv. ViaCell, 491 F.3d
1342, 1362 (Fed. Cir. 2007); In re Nomiya, 509 F.2d 566, 571 & n.5 (CCPA 1975)
(the admission is binding whether made “in the application or in other papers
submitted during prosecution”). Moreover, this admission easily clearsthe “very
low bar for relevance’ because it corroborates Petitioners own evidence showing
that rapamycin was known to be difficult to formulate because of its low solubility.
Reply 6; United Satesv. Rodriguez-Soler, 773 F.3d 289, 293 (1st Cir. 2014).

II.  Topic2—-Novartis'simproper motion to consider itsLemke exhibitsis
moot because that evidenceisalready of record

Novartis seeks to admit Lemke Chapters 6 and 10-12 into evidence on the
basis that Petitioners submitted Chapter 16, “ Predicting Water Solubility.” Mot. 4-
5 (citing Fed. R. Evid. 106). Novartis's request is moot because those Lemke
chapters are already of record and petitioners have not moved to exclude.
Petitioners do not acquiesce that anything elseisrequired out of “fairness’ or for
any other reason.

[11. Topics3, 4, 7—TheBoard should deny Novartis's motion to exclude
evidence that allegedly exceedsthe scope of a permissible reply

Novartis seeks to exclude as “untimely” two exhibits, multiple portions of
two expert declarations, and “any evidence that does not appear in instituted
Grounds 1 or 2" that Petitioners relied upon to establish obviousness. Mot. 5-12,

15. Asexplained in the following paragraphs, Novartis'simproperly raised
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arguments fail because all of the complained-of evidence properly repliesto
Novartis's response—a point that Novartis does not even bother to dispute.

A. Absent Board permission, a motion to excludeisnot the proper
vehicle for addressing Novartis's contentions

Asan initial matter, the Board should deny Novartis motion rather than
reward Novartis's repeated efforts to engage in self-help to garner additional
briefing on the merits, encouraging future parties to do the same. To be clear,
Novartis's prima-facie arguments are addressing whether the evidence submitted
with the petition is sufficient by itself to demonstrate obviousness and Novartisis
impermissibly taking another shot at the merits of the petitions. Liberty Mutual Ins.
v. Progressive Cas. Ins., CBM2012-00002, Paper 66 at 62 (Jan. 23, 2014) (motion
to exclude “is not a mechanism to argue that areply contains new arguments or
relies on evidence necessary to make out a primafacie case.”).

Thus, amotion to exclude is not the “proper vehicle” for addressing the
scope of areply or reply evidence, absent Board permission—permission Novartis
lacks. Torrent Pharms. v. Novartis, IPR2014-00784, Paper 112 at 49 (Sept. 24,
2015); Facebook v. Software Rights Archive, IPR2013-00479, Paper 54 at 37 (Feb.
2, 2015) (citing cases); Corning v. DSM | P Assets, IPR2013-00052, Paper 88 at 22
n.13 (May 1, 2014) (motion to exclude “not an appropriate vehicle,” but granting
permission in that instance). Further, Novartis's experienced counsel cannot claim

that it is unaware of the requirement to seek Board permission before making such

DOC KET

A R M Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

Nsights

Real-Time Litigation Alerts

g Keep your litigation team up-to-date with real-time
alerts and advanced team management tools built for
the enterprise, all while greatly reducing PACER spend.

Our comprehensive service means we can handle Federal,
State, and Administrative courts across the country.

Advanced Docket Research

With over 230 million records, Docket Alarm’s cloud-native
O docket research platform finds what other services can't.
‘ Coverage includes Federal, State, plus PTAB, TTAB, ITC
and NLRB decisions, all in one place.

Identify arguments that have been successful in the past
with full text, pinpoint searching. Link to case law cited
within any court document via Fastcase.

Analytics At Your Fingertips

° Learn what happened the last time a particular judge,

/ . o
Py ,0‘ opposing counsel or company faced cases similar to yours.

o ®
Advanced out-of-the-box PTAB and TTAB analytics are
always at your fingertips.

-xplore Litigation

Docket Alarm provides insights to develop a more
informed litigation strategy and the peace of mind of

knowing you're on top of things.

API

Docket Alarm offers a powerful API
(application programming inter-
face) to developers that want to
integrate case filings into their apps.

LAW FIRMS

Build custom dashboards for your
attorneys and clients with live data
direct from the court.

Automate many repetitive legal
tasks like conflict checks, document
management, and marketing.

FINANCIAL INSTITUTIONS
Litigation and bankruptcy checks
for companies and debtors.

E-DISCOVERY AND

LEGAL VENDORS

Sync your system to PACER to
automate legal marketing.

WHAT WILL YOU BUILD? @ sales@docketalarm.com 1-866-77-FASTCASE




