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DBECLARATION OF B. ARLIE BOGUE, PHLD. UNDER 37 C.F.R. § 1,132

Madams:

I, B. Arlie Bogue, Ph.I}., do hereby make the following declaration:

1. Technical Background

devel@pmeﬂt,, for 22 years. Tam fzmployed b’y: MoneSol m, LLC. (”I’ammﬂe”‘ and/or
"MonoSol"), the assignee of issued patent T1.8. 7,897,080 ("the ‘080 Patent™), as Senior Director

for Manufacturing Strategy and Innovation.

2. 1have a BS in Physical Chemistey from Colorado State University and a Ph.D. in Chemical and
BioEngineering from Arizona State University. I have participated in postdoctoral studies in
Biochemical Engineering at the University of Virginta. During my career, [ have been named as

an inventor on over 23 ULS, patents and numerous foreign patents directed to the formulation,
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processing and/or packaging of pharmaceutical oral disintegrating unit doses {tablets and film
strips). T hgve direct experience with the commercial scale processing of pharmaceutical film
systems as well as an understanding of the uniformity of content of active and methods for

testing the same.

3. T have read the '088 Patent and the Office Action issued on November 29, 2012 in the reexamination
of the 080 Patenst ("Office Action™) snd the references cited therein, and I have slso reviewed the
amendment as to the independent claims set forth in Patentee's Reply to the Office Actian

soncurrently filed herewith.

I Producing resulting films in sccordance with the 080 Patent

4, Each of the 73 lots of resulting films (Lots 1-73) containing approximately 2,000,000 individual
dosage units per lot discussed herein were manufactured: (1) for vommercial use and regulatory
approval; (i) in complience with U.S Food and Drug Administration ("FDA") standards and
repulations, including those relating to snalytical chemical testing for variation in active in individual
dosage units;and  (1H) in sccordance with the fnvention disclosed i the '080 Patent, and as ¢laimed

by the '080 Patent both as issued and as amended in the Patentee’s Reply to the Office Action; by:

{a) forming a flowable polymer matrix comprising & water-soluble polymer, a solvent and &

pharmaceutical active, said matrix having a substantially yniform distribution of said active;

{b} casting said flowable polymer matrix, said flowable polymer mateix having a

viscosity from about 400 to about 100,000 cps;

{e) contrelling drying through a process comprising conveying said pelymer matrix
through a drying apparatus anid evaporating at lesst a porfion of said solvent to form a visco-

elastic film, having said active substantially uniformly distributed throughout, within about the

first 4 minutes by rapidly increasing the viscosity of said polymer matiix upon initiation of

substantially preventing migration of said active within said visco-elastic film wherein the

polymer matrix temperature is 100 °C or lesg;
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{d) forming the resulting pharmaceutical film from said visco-clastic film, wherein said
resulting pharmaceutical film has a water content of 10% or less and said substantially uniform
distribution of active by said locking-1n or substantially preventing migration of said active is
maintained, such that uniformity of content in the amount of the active in substantially equal
sized individual dosage units, sampled from different locations of said resulting pharmaceutical

film, varies by no more than 10%; and

{e} performing analytical chemical tests for uniformity of content of said active in
substantially equal sized individual dosage units of said sampled resulting pharmaceuntical film,
said tests indicating that uniformity of content in the amount of the active varies by no muore than
10%, [see Appendix A] said resulting pharmaceutical film suitable for commercial and
regulatory approval, wherein said regulatory approval is provided by the 1.8, Food and Diug

Administration.

Additionally, the uniformity of content in the amowunt of active as sampled from the 73 lots of
resulting film varies no morg than 10% from the desired amount of the active as indicated by

said analytical chemical tests from 4(e) above. [See Appendix B]

HL.  Anslytical Chemical Testing for Uniformity of Content of Patentee's Resulting Films

To demonstrate the uniformity of individual dosage unit films, T compiled individual dosage wnit
assay data for individual Lots 1+ 73, all of which were disclosed in ManoSol's 2012 Annual
Product Review to the FDA,

Ten (10) individual dosage units all having the same dimensions were cut out from different
locations of each of the 73 lots of resulting films using a commercial packaging machine, thus
providing 730 randomly sampled individual dosage units, ten each from the 73 separate lots. All
samples were analyzed by a validated method, in compliance with FDA puidelines and

regulations regarding same, using analytical chemical testing, in which the pharmaceutical active
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was extracted and analyzed by High Performance Liquid Chromatography (HPLC) against an

external standard to quantify the amount of active present in each individual dosage unil.

8. According to the inventive procass set forth and claimed in the 080 Patent, and in accordance
with FDA nomenclature, 1 have prepared tables shown as Appendices A, B and €, reflecting the
uniformity of content of active of individual dosage units within particular lots and across
different lots,

8, First, the uniformity of content of active in a lot is determined through establishing the amount of
active (A } actually present in sach sampled individual dosage unit from the ssme lot (N) as
determined by taking the difference between the amouat of active in the sample with the most
active (Maxyeyron) minus the amount of active in the sample with the least amount of active
{Ming ooy and dividing the difference by the average amount of active in the lot samples (Lotgy
Sample Average). Thatis: (Maxeoree - Minworen )/ ((Axgy+ A+ + + Ayan Y10). The results

are shown in Appendix A.

10, Second, the uniformity of content across different lots is determined through establishing the
amount of active actually present in each sampled individual dosage unit from all 73 lots and
comparing that amount of active with a “target” or "desired” amount of gctive contained therein.
The tarpet amount of active, when it is a pharmaceutical, is reforred to as the "Label Claim, thus
identifying the amount of pharmaceutical active in the film to a user. The desited amount is
100% of the target amount. Each individual dosage unit film cut from any individual lot must
have the desired content of pharmaceutical active, varying no more that 10% from the tarpet or
desired amount. See Appendix B.

IV. ‘080 Patent Process Produces Films With Required Uniformity of Content of Active

11, The results shown in the appendices establish that the resulting films produced by the inventive
methad of the '080 Patent as disclosed and claimed have the required uniformity of content based
on analytical chemical testing. First, the amount of active varies by no more than 10% between

individual dosage units sampled from a particular lot of resulting film. See Appendix A,
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Second, the amount of active across different lots of resulting film varies no more than 10% from
the desired amount of the active. See Appendix B. Finally, the uniformity of content of the 73
lots of resulting film meets even more stringent standards, for example, the data shows: (1) 46
lots of resulting film whergin the uniformity of content of active is shown with the amount of

active vztryingi by less than 5%; (11} 15 lotsof resulting film wherein the uni:a‘brmity- of content of

wha:smm the umfarmtt_y of content of active is shxawn with the amount cf;"f active varying by less
than 3%; snd 1 lot of resulting film wherein the uniformity of content of active is shown with the

amount of active varying by only 2%. See Appendix C.

1 hereby declare that all statements made herein of my own knowledge are true and that
all statements made on information and beliel are believed to be true; and further that these
staterents were made with the knowledge that willlul false statements and the like so made are
punishable by fine or imprisonment, ot both, under Section 1001 of Title 18 of the United States
Code, and. that such statements may jeopardize the validity of the application or any patents

issued thereon.

Dated this 13th day of March, 2013

B. Aslie -B@;glta

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




