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(57) ABSTRACT

A hot-melt extruded composition having finely divided drug-
containing particles dispersed within a polymeric and/or lipo-
phyllic carrier matrix is provided. The carrier softens or melts
during hot-melt extrusion but it does not dissolve the drug-
containing particles during extrusion. As a result, a majority
or at least 90% wt. of the drug-containing particles in the
extrudate are deaggregated during extrusion into essentially
primary crystalline and/or amorphous particles. PEO is a
suitable carrier material for drugs insoluble in the solid state
in this carrier. Various functional excipients can be included
in the carrier system to stabilize the particle size and physical
state of the drug substance in either a crystalline and/or amor-
phous state. The carrier system is comprised of at least one
thermal binder, and may also contain various functional
excipients, such as: super-disintegrants, antioxidants, surfac-
tants, wetting agents, stabilizing agents, retardants, or similar
functional excipients. A hydrophilic polymer, such as
hydroxypropyl methylcellulose (HPMC E15), polyvinyl
alcohol (PVA), or poloxamer, and/or a surfactant, such as
sodium lauryl sulfate (SLS), can be included in the composi-
tion. A process for preparing the extrudate is conducted at a
temperature approximating or above the softening or melting
temperature of the matrix and below the point of solubiliza-
tion of drug-containing particles in the carrier system, and
below the recrystallization point in the case of amorphous fine
drug particles.

Stabilizing and non-solubiliszing carrier

Petitioner InnoPharma EX 1069
IPR2015-00902
IPR2015-00903

Find authenticated court documents without watermarks at docketalarm.com.

Page 1


ellic
Text Box
Petitioner InnoPharma  EX 1069
IPR2015-00902
IPR2015-00903
Page 1


https://www.docketalarm.com/

Patent Application Publication Nov. 6,2008 Sheet 1 of 20 US 2008/0274194 A1

Stabilizing and non-solubiliszing carrier

Fine drug particles

Fine drug particles

DOCKET

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



https://www.docketalarm.com/

US 2008/0274194 Al

2008 Sheet 2 of 20

9

6

Nov.

ion

icat

ication Publi

Patent Appl

K 3.75um

2i

L@
X

Find authenticated court documents without watermarks at docketalarm.com.

T
R M

CKE
A

D
A


https://www.docketalarm.com/

US 2008/0274194 Al

Nov. 6,2008 Sheet 3 of 20

Patent Application Publication

dc '©li4

DO'EA [ESIoAUN

(D.) ainesedws |

dn ox3
08l oo_v or) ocL 00L 08 09 oy 0c 0
1 1 — 1 _ 1 — 1
O0'EA IzsIonun (D.) sunesadwe . " dnoxg _ _ : : 0c
ogt  ork o€ 0z4 oLl 0oL
. B 090
D212 ~ )
- 58870~
_ - G-
=)
- 0580 =
W -
o
- SPE0- B
I \ | D _...
O3d POPNIXT YOWAOH — — — — [ OVET-
(1:8) 211034 -
See°0-
3J.80°10¢L — G0~
— e e e e e i — —— e e =
1
O3d pepniX3 JI8BN-I0H — — — — — 00
(1:6) z1road

Heat Flow (W/g)

Find authenticated court documents without watermarks at docketalarm.com.

DOCKET
LARM

A


https://www.docketalarm.com/

US 2008/0274194 Al

Nov. 6,2008 Sheet 4 of 20

Patent Application Publication

Find authenticated court documents without watermarks at docketalarm.com.

T
M

DOCKE
ALAR


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




