UNITED STATES PATENT AND TRADEMARK OFFICE

BEFORE THE PATENT TRIAL AND APPEAL BOARD

COALITION FOR AFFORDABLE DRUGS VII LLC,
Petitioner,

V.

POZEN INC.,
Patent Owner.

IPR2015-01680
Patent 8,852,636

DECLARATION OF LEON SHARGEL, PH.D., R.PH.

DOCKET

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



https://www.docketalarm.com/

IPR2015-01680

Patent 8,852,636
TABLE OF CONTENTS

l. Introduction and Bases for OPINIoNS...........ccccevveiieeneesie s 1
A, QUANITICALIONS ... 1

B.  Materials REVIEWET .........ccccoviiieiiece e 4

C.  Legal Principles Used In ANAlYSIS ........ccovveiiriieiiice e, 8

I, BaCKgroUNG ........ooiiiieee e e 15
A, State OF the Al ..o 15

B.  Overview of the "636 Patent..........ccccceveeriiinniiie e 27

C.  Applicant’s Admitted Prior Art........cccooveieeiieiie e 28

D.  Person of Ordinary Skill in the Art (POSA) ......cccoeviviviieiiece e, 30

I Claim CONSTIUCTION ......ooviiiiieiiciie e 31
A.  “Unit Dose Form” and “Unit Dosage FOrm” ..........ccccovvvevveiiveeninennen, 31

B. Al RemMaiNiNg TEIMS .....cccviiiiiiiiie et 32

C.  The Invalidity Grounds ..........cccocviiienieniiniin e 33

1. Ground 1: Claims 1-18 Are Obvious Under 35 U.S.C. §
L03(Q) cvveveeiecie et aeerens 33

2. Ground 2: Claims 1-6 and 13-15 Are Obvious Under 35
U.S.C. 8103(Q) c.veeveereeirieiiie e eire ettt ereas 33

3. Ground 3: Claims 7-12 and 16-18 Are Obvious Under 35
U.S.C. 8103(Q) c.veeveereeirieiiie e eire ettt ereas 34

IV. Ground 1: Goldman in View of Remington in Further View of

Lindberg Renders Claims 1-19 Obvious Under U.S.C. § 103(a)............. 34

A. A POSA Would Have Combined Goldman, Remington, and
T To ] o =] o TSSOSO 35

DOCKET

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



https://www.docketalarm.com/

IPR2015-01680
Patent 8,852,636

B. AN L s 37

1. A pharmaceutical composition in unit dose form suitable
for oral administration to a patient, comprising: ............ccecv..... 37

2. (a) esomeprazole present in an amount effective to raise
the gastric pH of said patient to at least 3.5 upon the
administration of one or more of said unit dosage forms;........ 37

3. (b) naproxen present in an amount effective to reduce or
eliminate pain or inflammation in said patient upon
administration of one or more of said unit dosage forms;
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4, 1) said unit dosage form is a tablet in which said naproxen
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5. i) said tablet comprises a coating, wherein said coating

surrounds said core and does not release said naproxen
until the pH of the surrounding medium is 3.5 or higher;
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6. 1) said esomeprazole is in one or more layers outside

said core, wherein said one or more layers:.......c..cccoecververnnnne 42
7. A) do not include an NAProXeN;......c.ccvvververieeiieeerieeree e e 43
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200-B00 MG......evvveerrseeeeeeeeeseeseeseesesssessessesssssseesesssessesssssessessesssereen 47

Claim 5: A method of treating a patient for pain or

inflammation, comprising administering to said patient a
therapeutically effective amount of the pharmaceutical

composItion OF Claim L. .....cooviiieie e 47

Claim 6: The method of claim 5, wherein said pain or
inflammation is due to either osteoarthritis or rheumatoid
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1. A pharmaceutical composition in unit dose form suitable

for oral administration to a patient, comprising: ............cce.c...... 48
2. (a) esomeprazole present in an amount effective to raise

the gastric pH of said patient to at least 3.5 upon the

administration of one or more of said unit dosage forms;........ 49
3. (b) naproxen present in an amount effective to reduce or

eliminate pain or inflammation in said patient upon

administration of one or more of said unit dosage forms;
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4, 1) said unit dosage form is a capsule in which said
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5. I1) said capsule comprises a coating, wherein said coating

surrounds said core containing said naproxen and does

not release said naproxen until the pH of the surrounding

medium is 3.5 or higher; and ..........cccccoevie i, 53
6. i) said esomeprazole is in one or more layers outside
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9. C) upon ingestion of said capsule by a patient, release
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said esomeprazole into said patient’s stomach. .....................

Claim 8: The pharmaceutical composition of claim 7, wherein
there are multiple particles of said naproxen each constituting a
core surrounded by said coating that does not release said
naproxen until the pH of the surrounding medium is 3.5 or
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Claim 9: The pharmaceutical composition of claim 8, wherein
said esomeprazole is present in said unit dosage form in an

amount of between 5 mg and 100 MQ. .....cccoevveveeviiiie e

Claim 10: The pharmaceutical composition of claim 8, wherein
naproxen is present in said unit dosage form in an amount of
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Claim 11: A method of treating a patient for pain or
inflammation, comprising administering to said patient a
therapeutically effective amount of the pharmaceutical

COmPOSItION OF ClAIM 7. ..eoiiii e,

Claim 12: The method of claim 11, wherein said pain or
inflammation is due to either osteoarthritis or rheumatoid

AT IS ettt ———————

Claim 13: The pharmaceutical composition of claim 1, further

comprising at [east 0Ne Carrier. ........ccovveveeiie i,

Claim 14: The pharmaceutical composition of claim 1, further
comprising at least one auxiliary agent chosen from the group
consisting of lubricants, preservatives, disintegrants, stabilizers,
wetting agents, emulsifiers, salts, buffers, coloring agents,

flavoring agents, and aromatic substances. ...........ccccocvveviveciieecinenen,

Claim 15: The pharmaceutical composition of claim 1, further

comprising at least one ingredient to adjust pH. .......c.cccceveriinnnenn,

Claim 16: The pharmaceutical composition of claim 7, further

comprising at [east 0Ne CarTier. ........ccovieiieiie e,

Find authenticated court documents without watermarks at docketalarm.com.

...06

..o

.99

...60

.61

.62

.62

...63


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




