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UNITED STATES PATENT AND TRADEMARK OFFICE

BEFORE THE PATENT TRIAL AND APPEAL BOARD

GRAY SQUARE PHARMACEUTICALS, LLC,
Petitioner,

V.

POZEN, INC.,
Patent Owner.

Case IPR2016-00191
Patent 7,332,183 B2

Before DONNA M. PRAISS, JO-ANNE M. KOKOSKI, and
JEFFREY W. ABRAHAM, Administrative Patent Judges.

ABRAHAM, Administrative Patent Judge.

DECISION
Denying Institution of Inter Partes Review
37 C.F.R. §42.108
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I. INTRODUCTION

Gray Square Pharmaceuticals, LLC?! (“Petitioner™), filed a Petition
seeking inter partes review of claims 1 and 2 of U.S. Patent No. 7,332,183
B2 (Ex. 1001, “the *183 patent”). Paper 1 (“Pet.”). Pozen, Inc. (*Patent
Owner”) filed a Patent Owner Preliminary Response to the Petition. Paper 9
(“Prelim. Resp.”). After considering the Petition and Preliminary Response,
we determine that Petitioner has not established a reasonable likelihood of
prevailing with respect to any of the challenged claims of the *183 patent.
See 35 U.S.C. § 314(a). Accordingly, we deny the Petition, and do not

Institute inter partes review.

Il. BACKGROUND
A. Related Proceedings
Patent Owner states that there are currently no judicial or
administrative matters that would affect, or be affected by a decision in this
case. Paper 6, 3. Petitioner identifies several previously-filed district court

and Federal Circuit matters involving the 183 patent. Pet. 3.

B. The ’183 Patent
The *183 patent, titled “Multilayer Dosage Forms Containing NSAIDs
and Triptans,” is directed to the treatment of migraine and other pain relief.
Ex. 1001, 1:1-15. The *183 patent discloses pharmaceutical tablets
containing naproxen and a triptan, wherein substantially all of the triptan is

1 As of the November 12, 2015 filing date of the Petition, Petitioner operated
under the name Graybar Pharmaceuticals, LLC. Pet. 3. Petitioner changed
its name to Gray Square Pharmaceuticals, LLC on January 6, 2016. Paper 7.
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found in one layer, and substantially all of the naproxen is found in a second,
separate layer. Id. at 1:66-2:6. The layers are in a “side-by-side
arrangement such that the dissolution of the naproxen occurs independently
of the dissolution of triptan.” Id. at 2:7-9. According to the *183 patent, a
bilayer tablet dosage form having separate layers of naproxen and triptan has
“surprisingly better properties” than other tablet arrangements. Id. at 2:9-
11, 1:60-65 (noting advantages in terms of release properties, stability, and

pharmacokinetic profile that “could not have been predicted a priori”).

C. Challenged Claims
Petitioner challenges claims 1 and 2 of the 183 Patent, which are
reproduced below:

1. A multilayer pharmaceutical tablet comprising naproxen and
a triptan and, wherein:

a) substantially all of said triptan is in a first layer of said
tablet and substantially all of said naproxen is in a second,
separate layer; and

b) said first layer and said second layer are in a side by
side arrangement such that the dissolution of said naproxen
occurs independently of said triptan.

2. The tablet of claim 1, wherein said naproxen is in the form
of naproxen sodium at between 200 and 600 mg.

D. References
Petitioner relies on the following references:

Plachetka, U.S. Patent No. 6,060,499, issued May 9, 2000
(“Plachetka,” Ex. 1007).

Desai, U.S. Patent No. 5,756,125, issued May 26, 1998 (“Desai,”
Ex. 1009).
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Ouali et al., U.S. Patent No. 6,183,779 B1, issued Feb. 6, 2001
(“Ouali,” Ex. 1011).

Elger et al., U.S. Patent No. 4,844,907, issued July 4, 1989
(“Elger,” Ex. 1012).

Devane et al., U.S. Patent No. 6,730,325 B2, issued May 4, 2004
(“Devane,” Ex. 1013).

E. The Asserted Grounds

Petitioner asserts the following grounds of unpatentability:

Statutory Claims

REBTENEE Basis Challenged
Plachetka and Ouali §103 land?2
Plachetka and Elger §103 1and?2
Devane and Elger §103 1and?2
Plachetka and Desai 8103 1and 2

Petitioner also relies on the declaration of Dr. Arthur H. Kibbe, Ph.D.
Ex. 1002 (“Kibbe Declaration”).

1. ANALYSIS
A. Claim Construction
In an inter partes review, claim terms in an unexpired patent are

interpreted according to their broadest reasonable construction in light of the
specification of the patent in which they appear. 37 C.F.R. § 42.100(b);
Office Patent Trial Practice Guide, 77 Fed. Reg. 48,756, 48,766 (Aug. 14,
2012); In re Cuozzo Speed Techs., LLC, 793 F.3d 1268, 1278 (Fed. Cir.
2015), cert. granted sub nom. Cuozzo Speed Techs. LLC v. Lee, 136 S. Ct.
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890 (mem.) (2016) (No. 15-446). Claim terms generally should be given
their ordinary and customary meaning, except “1) when a patentee sets out a
definition and acts as his own lexicographer, or 2) when the patentee
disavows the full scope of a claim term either in the specification or during
prosecution.” Thorner v. Sony Computer Entm’t Am. LLC, 669 F.3d 1362,
1365 (Fed. Cir. 2012). “To act as its own lexicographer, a patentee must
‘clearly set forth a definition of the disputed claim term’ other than its plain
and ordinary meaning.” 1d. (quoting CCS Fitness, Inc. v. Brunswick Corp.,
288 F.3d 1359, 1366 (Fed. Cir. 2002)).

An extraneous limitation should not be read into the claims from the
specification. E.g., E.I. du Pont de Nemours & Co. v. Phillips Petroleum
Co., 849 F.2d 1430, 1433 (Fed. Cir. 1988). An extraneous limitation is one
the presence of which in a claim is unnecessary for the purpose of making
sense of the claim. See, e.g., In re Paulsen, 30 F.3d 1475, 1480 (Fed. Cir.
1994); Renishaw PLC, v. Marposs Societa’ per Azioni, 158 F.3d 1243, 1249
(Fed. Cir. 1998).

Petitioner proposes constructions under a broadest reasonable
interpretation for “side-by-side arrangement” and “naproxen.” Pet. 26-28.
We determine that no express claim construction of these terms is required
for purposes of this decision.

Patent Owner proposes a construction under the broadest reasonable
interpretation for “dissolution of said naproxen occurs independently of said
triptan.” Prelim. Resp. 21-24. Patent Owner contends that this phrase
means “the naproxen and triptan are in an immediate release form in the first
and second layer such that their dissolution occurs at approximately the

same rate as if the drugs were given separately.” Id. at 21-22. In support of

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




