Paper 1
Date: August 7, 2015

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

PETITION FOR INTER PARTES REVIEW

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

. INEFOAUCTION. .. .ot nre s 1
I1.  Mandatory Notices Per 37 C.F.R. 842.8 ..., 1
A, Real Party-In-INterest........cooveiieieie e 1

B.  Notice of Related MALtLers ..........cccceviveiiiiieiie e 2

C. Lead and Back-Up Counsel and Service Information ............c...c......... 3

I, PayMENt OF FEES ... e 4
IV. Requirements Per 37 C.F.R. 842104 ........ccccooiiiiiiieeece e 4
A, Grounds for STaNdiNg .......cccveeieiieiie e 4

B. Identification of Challenge and Precise Relief Requested................... 4

C.  Evidence Relied Upon to Support the Challenge...........cccccovevvrinnnnnnn. 5

D.  The Grounds Are Not Redundant or Duplicative ............cccceeveiieenen, 5

V. BaCKgroUNd .........ooiiiieie e 6
A, State OF the Art ..o 6

B.  Prosecution History of the 636 Patent ...........ccccvvvviennieiienie e 8

C.  Person of Ordinary SKill in the Art (POSA) ......cccooviviiiiiiiieieecienn 9

V1. Claim CONSTIUCTION ....oovviiiieiiiiciie et 9
A.  “Unit Dose Form” and “Unit Dosage FOrm” .........ccccocvvvvivnnvennnsennn, 9

B. Al RemMaiNing TEIMS .....cccveiieiieiiiee e 10

VII. Ground 1: Goldman in view of Remington in further view of
Lindberg Renders Obvious Claims 1-18 ..........cccccovieieiiieniesee e 10

A. A POSA Would Have Combined Goldman, Remington, and
T To ] o= o TSSOSO 10

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 12

1. A pharmaceutical composition in unit dose form suitable
for oral administration to a patient, comprising: ............ccecv..... 13

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;........ 13

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;

AN WRHEIBIN ... 14
4, 1) said unit dosage form is a tablet in which said naproxen

IS PrESENT IN @ COME;.ivriiiieiieiiecieete et e e 14
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;

210 [0 SRR 15
6. 1) said esomeprazole is in one or more layers outside

said core, wherein said one or more layers:.......c..cccoecververnnnne 16
7. A) do not include an NAProXeN;......c.ccvvververieeiieeerieeree e e 16
8. B) are not surrounded by an enteric coating; and ..................... 17

9. C) upon ingestion of said tablet by a patient, release said
esomeprazole into said patient’s stomach.............cccccceevvveienne. 17

C.  Claim 2: The pharmaceutical composition of claim 1, wherein
there is a single core comprising said NAPrOXeN. .........ccccvevverveeveenn 18

D.  Claim 3: The pharmaceutical composition of claim 2, wherein
said esomeprazole is present in said unit dosage form in an
amount of between 5 mg and 100 M. ........ccceeviiiiieii i 18

E.  Claim 4: The pharmaceutical composition of claim 2, wherein
naproxen is present in said unit dosage form in an amount of

DOCKET

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



https://www.docketalarm.com/

DOCKET

_ ARM

IPR2015-01680
Patent 8,852,636

200600 MQ...cvviiiieiie i 19

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

inflammation, comprising administering to said patient a
therapeutically effective amount of the pharmaceutical
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Claim 6: The method of claim 5, wherein said pain or
inflammation is due to either osteoarthritis or rheumatoid
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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
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naproxen is present in said unit dosage form in an amount of
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inflammation is due to either osteoarthritis or rheumatoid
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