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Pursuant to 37 C.F.R. § 42.64(b), Petitioner objects under the Federal Rules

of Evidence (“FRE”) and 37 C.F.R. 8 42.62 to the following exhibits cited in

Patent Owner’s Preliminary Response (“POPR™), dated January 6, 2016.

Petitioner’s Objections to Evidence are timely filed under 37 C.F.R. § 42.64.(b)(2).

Petitioner serves Patent Owner (“PQO”) with these objections to provide

notice that Petitioner may move to exclude the challenged exhibits under 37 C.F.R.

8§ 42.64(c) unless Patent Owner cures the defects associated with the challenged

exhibits defined herein.

Exhibit | PO Description Page(s) Objection(s)

of POPR

citing
Con- Declaration under 37 CFR | 31-38 To the extent the Dawson
tained | 1.132 of Dr. Katherine declaration is relied upon for
within | Dawson filed in U.S. Patent secondary considerations of
1007 at | Application No. 13/372,426 non-obviousness, there is no
pages nexus to the claimed
14-35. methods. The unexpected

results evidence presented in
an ex parte examination is
not binding in a subsequent
inter partes cases involving
the same application.

FRE 401 (Relevance “has
any tendency to make a fact
more or less probable than it
would be without the
evidence” and “is of
consequence in determining
the action”).
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FRE 402 (Irrelevant
evidence is not admissible)
FRE 403 (excluding relevant
evidence for prejudice,
confusion, waste of time, or
other reasons)

2005

Ludwig Kappos et al., “A
Randomized, Placebo-
Controlled Phase 2 Trial of
a Novel Oral Fumarate,
BG00012, in Patients With
Relapsing-Remitting
Multiple Sclerosis,” from
the 15" meeting of the
European Neurological
Society, Vienna Austria
(June 18-22, 2005)
(presented on June 20,
2005)

24

This exhibit is confusing,
lacks authentication, and
constitutes and/or contains
hearsay. Specifically, a first
petition based, in part, on a
Kappos 2005 reference was
denied. This IPR trial was
instituted, in part, based on a
Kappos 2006 reference. As
stated in the POPR (see e.g.,
POPR at 7), Kappos 2006
provides the results of a
Phase Il study. Exhibit 2005
is purportedly dated June 18-
22, 2005, contains no results,
and, at a minimum, confuses
which Kappos reference is
being referred to. In
addition, Exhibit 2005 lacks
authentication and, thus,
constitutes and/or contains
hearsay. To the extent PO
might rely on Exhibit 2013
for authentication, that
exhibit refers to “P 574,” an
identification not found on
Exhibit 2005.

FRE 403 (excluding relevant
evidence for prejudice,
confusion, waste of time, or
other reasons)
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FRE 901 (lacking
authentication)

FRE 902 (evidence is not
self-authenticating)

FRE 802 (not an exception
to the rule against hearsay)

2006 Final Program for the 24 This exhibit is confusing and
Fifteenth Meeting of the irrelevant to the trial as
European Neurological instituted. PO has failed to
Society, June 18-22, 2005, explain why the exhibit is
Vienna Austria being relied upon. Further,
(http://www.congrex.ch/200 the supplied URL link is
5/ens/2005/) defective.

FRE 401 (Relevance “has
any tendency to make a fact
more or less probable than it
would be without the
evidence” and “is of
consequence in determining
the action”).

FRE 402 (Irrelevant
evidence is not admissible)
FRE 403 (excluding relevant
evidence for prejudice,
confusion, waste of time, or
other reasons)

2007 Scientific Program from 24 This exhibit is confusing and
Fifteenth Meeting of the irrelevant to the trial as
European Neurological instituted. PO has failed to
Society, June 18-22, 2005 explain why the exhibit is
(http://registration.akm.ch/ei being relied upon.
nsicht.php? XNKONGRESS

ID=18&XNSPRACHE ID FRE 401 (Relevance “has
=2) any tendency to make a fact

more or less probable than it
would be without the
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evidence” and “is of
consequence in determining
the action”).

FRE 402 (Irrelevant
evidence is not admissible)
FRE 403 (excluding relevant
evidence for prejudice,
confusion, waste of time, or
other reasons)

2008 Program from Wednesday, |24 This exhibit is confusing and
June 22, 2005 from irrelevant to the trial as
Fifteenth Meeting of the instituted. PO has failed to
European Neurological explain why the exhibit is
Society being relied upon.
(http://registration.akm.ch/ei
nsicht.php? XNKONGRESS FRE 401 (Relevance “has

ID=18&XNSPRACHE 1D any tendency to make a fact
=2&XNMASKEN_1D=200 more or less probable than it
&XSDATUM=2005-06-20) would be without the

evidence” and “is of
consequence in determining
the action”).

FRE 402 (Irrelevant
evidence is not admissible)
FRE 403 (excluding relevant
evidence for prejudice,
confusion, waste of time, or
other reasons)

2011 Declaration of Richard A. 31-38 To the extent the document

Rudick, M.D. Under 37 Is relied upon for secondary
C.F.R. §1.132 filed on considerations of non-
August 3, 2012 in U.S. obviousness, there is no
Patent Application No. nexus to the claimed
13/372,426 methods. The unexpected

results evidence presented in
an ex parte examination is
not binding in a subsequent

DOCKET

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



http://registration.akm.ch/einsicht.php?XNKONGRESS_ID=18&XNSPRACHE_ID=2&XNMASKEN_ID=200&XSDATUM=2005-06-20
http://registration.akm.ch/einsicht.php?XNKONGRESS_ID=18&XNSPRACHE_ID=2&XNMASKEN_ID=200&XSDATUM=2005-06-20
http://registration.akm.ch/einsicht.php?XNKONGRESS_ID=18&XNSPRACHE_ID=2&XNMASKEN_ID=200&XSDATUM=2005-06-20
http://registration.akm.ch/einsicht.php?XNKONGRESS_ID=18&XNSPRACHE_ID=2&XNMASKEN_ID=200&XSDATUM=2005-06-20
http://registration.akm.ch/einsicht.php?XNKONGRESS_ID=18&XNSPRACHE_ID=2&XNMASKEN_ID=200&XSDATUM=2005-06-20
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




