UNITED STATES PATENT AND TRADEMARK OFFICE

BEFORE THE PATENT TRIAL AND APPEAL BOARD

AQUESTIVE THERAPEUTICS, INC.

Petitioner
V.
NEURELIS, INC.

Patent Owner

Case: 1PR2019-00451

U.S. Patent No. 9,763,876

PETITIONER’S OBJECTIONS

PURSUANT TO 37 C.F.R. § 42.64(b)(1)

DOCKET

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



https://www.docketalarm.com/

IPR2019-00451 U.S. Patent No. 9,763,876

TABLE OF CONTENTS

OBJECTIONS . ..o e e e b e e ana e e e sntae e e annneeenes 1
Exhibit 2001: Epilepsy Fast Facts, CDC, 2019 ........ccccooviiiiiieenieniene e 1
FRE 802 (hearsay Without XCePtiON) .......ccvivvieiieiieiie e 1
FRE 901 (QUtheNtICAtION) .....ccvieiieiiieiiiee e 1
FRE 105 (lHMIted PUIMPOSE)...ccuvieieiitieiiiieiiesieesieesiee sttt s 1
Exhibit 2002:  Grant Fast Track (diazepam intranasal solution), 2016............... 2
FRE 402 (relevance); FRE 403 (confusion, waste, prejudice) ...........c.cceeveenen. 2
FRE 802 (hearsay Without XCEePLiON) .......ccuviuieiieiiiiie s 2
FRE 105 (lHMIted PUIMPOSE)...ccuvieiiieitieeiiieiiesieesieesiee sttt 2
Exhibit 2003: LeWine, “. . .Injection Helps Stop Epileptic Seizures,” 2012.....2
FRE 402 (relevance); FRE 403 (confusion, waste, prejudice) .........c.c.ccoevvvenen. 2
FRE 802 (hearsay Without XCePLiON) .......ccvvveeiieiiniie et 3
FRE 105 (lHMIted PUIMPOSE)...ccuvieieeitieiiiieieesieesieesiee sttt st sre e e 3
Exhibit 2004: “Managing Epilepsy ...” CDC, 2016 ........ccccccvevverieiiecieeieennens 3
FRE 402 (relevance); FRE 403 (confusion, waste, prejudice) ...........c.ccvevuvenen. 3
FRE 802 (hearsay Without XCEPLION) .......ccueivuveiiieiie e 3

DOCKET

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



https://www.docketalarm.com/

IPR2019-00451 U.S. Patent No. 9,763,876

FRE 901 (QUtNeNtICAtION) .....covieiiieciieciieeie et 4
FRE 105 (lHMIted PUIMPOSE)...ccuviiiiiitieiiiieieesieesieesiee sttt st sbe e s 4
Exhibit 2005: Fiest, “Prevalence and Incidence of Epilepsy. . .”, 2017............. 4
FRE 402 (relevance); FRE 403 (confusion, waste, prejudice) ..........cc.ccevveenen. 4
FRE 802 (hearsay Without XCePtiON) .......ccviivieiieiiiiie e 4
FRE 105 (lHMIted PUIMPOSE)...ccuvieieeitieiiiieieesieesieesiee sttt st sre e e 4
Exhibit 2006: SIGMA Chemical Company Catalog, 1988............ccccccvvvviivennn, 5
FRE 802 (hearsay Without XCEPLION) ......cccvviiuveiieiie e 5
FRE 901 (QUthentiCatioN) .......cvciveiie e 5
FRE 105 (HMIted PUIPOSE)...cc.vieivieiiieiiieieesieesieesiee et estee e asae et snee e 5

Exhibit 2007: Bechgaard, “Solubilization of . . . Benzodiazepines . ..”, 1997.5

FRE 802 (hearsay Without XCEPLION) ......cccuvivuveiiieiie e 5
FRE 105 (HMIted PUIPOSE)...ccuvieieeiiieiiieieesieesieesiteete e steesiee e ssaeente e e snae e 5
Exhibit 2008: Hussain, “Nasal Absorption of Propranolol .. .”, 1980 .............. 6
FRE 802 (hearsay Without XCEPLION) ......cccvviiuveiieiie e 6
FRE 105 (HMIted PUIPOSE)....cvieiiieitieiieeie e sieesiteete et see e ssae et sneesnee e 6
Exhibit 2009: Lau, “Absorption of Diazepam and Lorazepam . ..”, 1989....... 6

DOCKET

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



https://www.docketalarm.com/

IPR2019-00451 U.S. Patent No. 9,763,876

FRE 802 (hearsay Without XCEePLION) .......ccuvivuieiierieiie e 6
FRE 105 (lHMIted PUIMPOSE)...ccuviiiiiitieiiiieieesieesieesiee sttt st sbe e s 6
Exhibit 2010:  Schols-Hendriks, “Absorption of Clonazepam ...”, 1995........... 6
FRE 402 (relevance); FRE 403 (confusion, waste, prejudice) ..........cc.ccvevveenen. 6
FRE 802 (hearsay Without XCePtiON) .......ccviivieiieiiiiie e 7
FRE 105 (lHMIted PUIMPOSE)...ccuvieieeitieiiiieieesieesieesiee sttt st sre e e 7
Exhibit 2012: Declaration of Dr. Sveinbjorn Gizurarson, Ph.D............c.cccc..... 7
FRE 602 (personal KNOWIEAQE) .......cccveiieiiiiiiecee e 7
FRE 701 (improper lay testimony); 702 (unqualifed expert testimony) ........... 8
FRE 802 (hearsay Without XCEPLION) .......ccuvivuveiieriie et 8
FRE 1006 (summary t0 prove CONENL).......ccccovevverieiieiiesieesiee e see e nie e 8
FRE 105 (HMIted PUIPOSE)...ccuvieiieiiieiiieie et esieesteeieesteestee e ssae e e e snae s 8
Exhibit 2013: Riss, “Benzodiazepines in Epilepsy . ..”, 2008..........cccccevuvennen. 9
FRE 802 (hearsay Without XCEPLION) .......ccueivuveiiieiie e 9
FRE 105 (HMIted PUIPOSE)....c.vieieeirieiiieieesieesieesee st siee e snae et snee e 9
Exhibit 2014: Wermeling, U.S. Patent No. 6,610,271, 2003 ............cccccvevveennenn 9
FRE 802 (hearsay Without XCEPLION) ......cccvviiuveiieiie e 9

DOCKET

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



https://www.docketalarm.com/

IPR2019-00451 U.S. Patent No. 9,763,876

FRE 105 (HMIted PUIMPOSE)...ccuvieieeiiieeiiieiiesieesieesiee sttt st 9
Exhibit 2015: Cole, “. .. Individual Epilepsy Guidelines . ..”, 2009................ 9
FRE 402 (relevance); FRE 403 (confusion, waste, prejudice) ...........c.ccevuvenen. 9
FRE 802 (hearsay Without XCeption) ........cccoveeiieiiiiiienie s, 10
FRE 105 (IIMIted PUIMPOSE)...ccuviiiieieesiiesiie sttt sttt nnee e 10

Exhibit 2016: Terry, “... Rectal Gel in School and Day Care Settings,” 2007.10

FRE 402 (relevance); FRE 403 (confusion, waste, prejudice) ............cccueve.... 10
FRE 802 (hearsay Without XCeption) ........cccveeiieeiiiieiieiie e, 10
FRE 105 (IHMIted PUIPOSE)...ccuviiiieiiesieesiieeieesieesieesiee e veesta et e e naa s 11
Exhibit 2017: Diastat® Label, 2005 ..........ccccoiiiiiiii e 11
FRE 402 (relevance); FRE 403 (confusion, waste, prejudice) ............cccuevee.. 11
FRE 802 (hearsay Without XCeption) ........cccvveieeiiieeiieesie e, 11
FRE 901 (QUthentiCatioN) .......c.ccvuieiieiie e cie et 11

Exhibit 2018: “NAYZILAM® (midazolam) . . . approved by FDA. ..”, 2019.12

FRE 402 (relevance); FRE 403 (confusion, waste, prejudice) ............cccueunee.. 12
FRE 802 (hearsay without XCeption) ........ccccvcvevieeiiieieesie e, 12
FRE 901 (QUthentiCatioNn) .......c.cccuveieeiie et 12

DOCKET

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




