Paper No. ____
Filed: May 25, 2016
Filed on behalf of: Mylan Pharmaceuticals Inc.
By: Steven W. Parmelee
Michael T. Rosato
Jad A. Mills
WILSON SONSINI GOODRICH & ROSATI
701 Fifth Avenue, Suite 5100
Seattle, WA 98104-7036

UNITED STATES PATENT AND TRADEMARK OFFICE

BEFORE THE PATENT TRIAL AND APPEAL BOARD

MYLAN PHARMACEUTICALS INC.,
Petitioner,

V.

RESEARCH CORPORATION TECHNOLOGIES, INC.,
Patent Owner.

Case No. IPR2016-01101
Patent No. RE38,551

PETITION FOR INTER PARTES REVIEW OF
U.S. PATENT NO. RE38,551

DOCKET

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



https://www.docketalarm.com/

o
L

II.

I1I.

IV.

VL

A

CKET
M

R

TABLE OF CONTENTS

Page
MANDATORY NOTICES UNDER 37 C.EFR.§42.8..couiieiiiiieieiiieeeeeeeenn 1
A.  Real Parties-In-Interest under 37 C.F.R. § 42.8(b)(1)..cccovvvveeirirnnnnn.... 1
B. Related Matters under 37 C.F.R. § 42.8(D)(2) .uevvvevueeiiiiieeeeeiiiinne 1
C. Lead and Backup Counsel under 37 C.F.R. § 42.8(b)(3) ...vvvvveeeeeernnnnns 2
D. Service Information under 37 C.F.R. § 42.8(b)(4)....couvveeeiiiireeeeeinnnnnn. 2
REQUIREMENTS FOR IPR UNDER 37 C.FR.§842.104 .....covvveeiiiiiiieiieeenn. 2
A. Grounds For Standing Under 37 C.F.R. § 42.104(@) ....cccvvvvveeeeeeernnnnn. 2
B. Identification of Challenge, 37 C.F.R. § 42.104(D) ...ccceevirrrieiereennnns 3
SUMMARY OF THE ‘551 PATENT ....octtiiiiiiiiieiiiiiiteee ettt 6
PREVIOUS PETITION FILED BY OTHER UNRELATED PARTIES ............ccceeeeennnn.. 7
CLAIM CONSTRUCTION UNDER 37 C.F.R. §42.104(B)(3) .ccevveivveeiineeeirnnn, 8
A.  “Therapeutic Composition” in Claim 10 .......ccccoooiiieiiiiiiiiiiiinniieeeenn. 8
B.  “A Compound in the R Configuration” in Claim 1...........cccccceeeeen. 10
LEVEL OF SKILL AND KNOWLEDGE IN THE ART ...cccceeetiiiiiiiiiiiieeeeeeeenneeeeee 12
A. Cortes (EX. TOL5) i 13
B.  LeGall (1987) (EX. 1008)...cc.utteitiiiiiieniieeiie ettt 13
C Kohn 1991 (EX. 1012).ueiiiiiieiieeieeee e 14
D.  ’729 Patent (1991) (EX. 1009) ......cccouiimiiiiiiieniieciie e, 16
E Kohn 1993 (EX. 1017)ccuuiiiiiieiieeee et 17
F.  Choi (1995) (EX. 1010) .cutiiiiieiiiieiiieeiee ettt 18
G "301 Patent (1995) (EX. 1019) .ccueiiiiiiiiiieieeeeeee e, 19

Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

VII. CLAIM-BY-CLAIM EXPLANATION OF GROUNDS FOR UNPATENTABILITY ........ 20

A.  Ground 1A: Claims 1 and 3-8 Are Anticipated by LeGall................. 20
1. New evidence establishes that LeGall is prior art.................... 21

2. LeGall discloses “racemic lacosamide” and R-lacosamide
and therefore anticipates claims 1 and 3-8...........ceeeiiiiieeeene. 22

B. Ground 1B: Claims 2 and 9-13 Are Obvious Over LeGall And

The *729 Patent.........cceiiiiiiiiiiiiiiiieeee et 23
1. Claims 2 and 9 to “substantially” or “90%” pure R-

enantiomer are obvious over LeGall and *729 patent .............. 23
2. Claim 10 to a “therapeutic composition” is obvious over

LeGall and the 729 patent...........cccceeeeeeeiniiiiiiiiiiieeee e 27
3. Claims 11-13 to methods of treatment are obvious over

LeGall and *729 patent..........cccceeeveiiiiiiiiiiiiiiiie, 29

C.  Ground 2A: Claims 1-9 Are Obvious Over Choi and Kohn

L0 e 32
1. Choi and Kohn 1991 are prior art...........ccceeveeeeeeeeeenniiiiiiieeenn. 32

2. POSA had a reason to select Compound 2d of Choi as a
lead compound............oooeiiiiiiiiii 32

3. POSA had a reason to modify the hydroxymethyl

compound to a “functionalized oxygen” group........................ 38
4, POSA would have a reasonable expectation of success in
making raceamic lacosamide and R lacosamide...................... 39

D. Ground 2B: Claims 10-13 Are Obvious Over Choi, Kohn 1991,

AN T2 PALENE c.nivniiiiie et aas 40
E. Ground 3A: Claims 1-9 Are Obvious Over Kohn 1991 and

STIVEIINAN ..ttt e et e enaans 40

1. Kohn 1991 and Silverman are prior art .........ccccceeeeveuuevveneenn. 41

DOCKET

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



https://www.docketalarm.com/

2. Activity data and bioisosterism suggest the change from
methoxyamino to methoxymethyl (lacosamide)...................... 41

F. Ground 3B: Claims 10-13 Are Obvious Over Kohn 1991,

Silverman, and *729 Patent ......c..veeneieneeieeie e 44
G.  Ground 4A: Claims 1-9 Are Obvious Over Cortes and Kohn
LOOT . e e et e e e aareeeeea 44
1. Cortes and Kohn 1991 are prior art ............ccceeeeeeeeniiiinineeenn.. 45
2. POSA had a reason to select the methyl compound of
Cortes or Kohn 1991 as a lead compound..............ccccuuvvvneeee... 45
3. POSA had a reason to modify the methyl substituent to a
methoxymethyl.........ccccooiiiiiiiii e, 46
H. Ground 4B: Claims 10-13 Are Obvious Over Cortes, Kohn
1991, ANd *729 Patent .....cc.evvieeeeeiiiieeeeeiiieeeeeieeee et iieeee e 48
VIII. THERE ARE NO SECONDARY CONSIDERATIONS OF NONOBVIOUSNESS........... 48
IX. THE CLAIMS ARE NOT ENTITLED TO THE PROVISIONAL FILING DATE ............ 50
X.  GROUNDS 1-4 ARE NON-CUMULATIVE OF EACH OTHER.........ccccevvvuuumrrenneeen.. 51

XI. THE BOARD SHOULD NOT DECLINE TO INSTITUTE BASED ON ITS

DI1SCRETIONARY AUTHORITY UNDER 35 U.S.C. § 325(D)..ccvvvneeiiiiiieeeeiinnnnn. 52
XII.  CLAIMS CHART FOR DEPENDENT CLAIM 2 AND 9-13.........iiiii, 53
XIIL. CONCLUSION ....cttitiiiiiiiiteeeeniiiteee e ettt ee e e ettt e e s ettt e eeeaabteeeeseaanreeeeeenanneeees 54
XIV. CERTIFICATE OF COMPLIANCE.....cccetutttttiiiiiiieeeeeiiieeeeeniieeeeeseniieeeeeeenineeees 55
XV. PAYMENT OF FEES UNDER 37 C.F.R. §§ 42.15(A) AND42.103 ..., 56

DOCKET

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



https://www.docketalarm.com/

Mylan Pharmaceuticals Inc. (“Petitioner”) requests that the Board institute
inter partes review (“IPR”) of claims (1-13) of U.S. Patent No. RE 38,551 to Kohn
(“the ’551 patent”) (Ex. 1001), and that these claims be canceled as unpatentable
over the prior art. Inter partes review of claims 1-13 the 551 patent, was
instituted in [PR2016-00204 on May 23, 2016, based on a petition filed by
Argentum Pharmaceuticals LLC (“Argentum”). For the sake of completeness and
efficiency, the present Petition is a practical copy of the petition in [PR2016-
00204. Petitioner is requesting however, that the Board institute only on the
Grounds instituted in IPR2016-00204, i.e., Grounds 3A and 3B as to claims 1-13,
and not on Grounds 1A, 1B, 2A, 2B, 4A, and 4B. A motion for Joinder with

IPR2016-00204 is being filed concurrently with this Petition.

I. MANDATORY NOTICES UNDER 37 C.F.R. § 42.8
A. Real Parties-In-Interest under 37 C.F.R. § 42.8(b)(1)

The following real parties-in-interest are identified: Mylan Pharmaceuticals
Inc., the Petitioner in this matter and a wholly owned subsidiary of Mylan Inc.;
Mylan Inc., which is an indirectly wholly owned subsidiary of Mylan N.V.; and

Mylan N.V.

B. Related Matters under 37 C.F.R. § 42.8(b)(2)

On May 23, 2016, the Board instituted inter partes review of claims 1-13
of the ’551 patent in IPR2016-00204 based on a petition filed by Argentum.
Previously, in IPR2014-01126, the Board denied institution of inter partes
review of the 551 patent based on a petition filed by Actavis, Inc., Actavis

Laboratories FL, Inc., Actavis Pharma, Inc., Amneal Pharmaceuticals of New
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