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l. | NTRODUCTION

Novartis Response (Paper 27, “POR”) continues sxamstrue or ignore
prior art while tacitly conceding efficacy does wlepend on loading doses. Failing
that, Novartis asks the Board to import result tanons into the claims that are
simply not there. Novartis also relies heavily onadleged teaching away based on
animal studies, but these studies instead confanthe 0.5 mg dose was expected
to work. Moreover, anticipatory prior art Novartisclosed with its POR decimate
its erroneous teaching away and objective evidangements. Finally, Novartis
fails to identify Section 112 support in the prigrdocuments for the no-loading-
dose element of the claims. Petitioners have asteddl by a preponderance of the
evidence that claims 1-6 are unpatentable unddr @Grounds 1-3.
[I.  PORFAILS TO UNDERMINE PrRIMA FACIE OBVIOUSNESS.

A. Novartis Misreads and Ignores Prior Art.

The Petition established that a loading dose regimereases the speed of
efficacy but is not required to make a maintenatwse effective for MS
treatment. Pet. 4-8, 30-31, 34-39, 41-43; PapeatllB; EX1002, 1167, 70-72,
108-09, 112-13, 117-22, 126. Petitioner therebyalestrated the error in
Novartis’s prosecution argument that the 0.5 mgteaiance therapy disclosed in
Kovarik should be disregarded because it was allggiependent on the loading

dose regimen. Novartis and its experts have nowexbad this point, as they must.
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EX2024, 1131 (“achieve the effect of the drug f@31&X2022, 11157-58 (used to
avoid delay); POR 48 (Kappos showed no loading teseled)see alsdEX1047,
1931-37.

Novartis’s continued effort to ignore Kovarik besaut used a loading dose
Is particularly disingenuous because Novartis'a¢teng away” and “unexpected
results” arguments repeatedly rely on referencesrdeng transplant studies, in
which context loading doses were used. POR 9-1853487 (transplant studies
provide “insight” for “patients with multiple sclesis”); EX1019 at 685 (loading
dose); EX1031 at 1084 (when rapid effect is “catiz Novartis’'s argument that
the Board should ignore Kovarik because it disdd$eading dose methods”
should be rejected.

Novartis wrongly contends Kovarik's 0.5 mg mainteca therapy was
merely a hypothetical “input” for illustrating loady dose regimens for an
unspecified autoimmune disease. POR 4, 36. Bud.theng maintenance therapy
was not a hypothetical input, it was “part of afpreed embodiment.” Pet. 7-11;
EX1004 at 13, 15, 17; EX1047, 1125-30. Kovarik pth&/1S at the head of a small
list of preferred autoimmune disease targets ohtbdication. Pet. 10; EX1004 at
14, 17. Novartis’s argument is contrary to the egprteachings of the reference

and should be rejected.
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Novartis’s identification of RR-MS as the pointrudvelty also fails.
Novartis does not contest that RR-MS patients domstl the vast majority of MS
patients, that RR-MS was the target of prior diseasdifying therapies (DMTS),
and that reducing relapses and slowing progressi®iR-MS patients were the
known targets and results of fingolimod treatm®@R 49 (agreeing “Kovarik
identifies multiple sclerosis as an autoimmune aBgg’ and “RRMS is the most
common form”), 5 (Thomson reviewed fingolimod’s &pation to RRMS);
EX1042 at 16:6-23:11, 25:8-29:2 (known DMTs reducsdpses and slowed
progression in RR-MS patients; progression slowecekducing relapses).
Novartis’s latest attempt to misread Kovarik showddrejected.

Unable to rewrite Kovarik, Novartis asks the Bowrerr by pretending
Kovarik does not exisRandall Mfg. v. Rear33 F.3d 1355, 1362-63 (Fed. Cir.
2013) (reversing Board for ignoring prior art refleces)Coal. for Affordable
Drugs V LLC v. Biogen MA, InclPR2015-01993, Paper 63 at 6 (POSA
“presumed to be aware of” all art “from the sameuoalogous fields”). Novartis
argues that only hindsight identifies Kovarik arftbinson as prior art and that
Kovarik was “seized...from the file history.” POR 48- But Dr. Giesser
explained that she analyzed Kovarik and Thomsoaumsxthey were published
before June 2006 and describe “properties of fingud” and its “treatment for

MS.” EX2039 at 89:3-21. In other words, like theagrd, each reference describes

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




