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UNITED STATES PATENT AND TRADEMARK OFFICE

BEFORE THE PATENT TRIAL AND APPEAL BOARD

MYLAN LABORATORIES LIMITED,
Petitioner,

V.

AVENTIS PHARMA S.A.,
Patent Owner.

Case IPR2016-00712
Patent 8,927,592 B2

Before BRIAN P. MURPHY, TINA E. HULSE, and
CHRISTOPHER M. KAISER, Administrative Patent Judges.

MURPHY, Administrative Patent Judge.

FINAL WRITTEN DECISION
35 U.S.C. § 318(a); 37 C.F.R. § 42.73(a)
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L. INTRODUCTION

Mylan Laboratories Limited (“Petitioner”) filed a Petition requesting
an inter partes review of claims 1-5 and 7-30 of U.S. Patent No. 8,927,592
(Ex. 1001, “the 592 patent). Paper 3 (“Petition” or “Pet.”). Petitioner
supported its challenge with the Declaration of Dr. Rahul Seth. Ex. 1002.
Aventis Pharma S.A. (“Patent Owner”) filed a Preliminary Response to the
Petition. Paper 7 (“Prelim. Resp.”). On September 22, 2016, we instituted
an inter partes review of claims 1-5 and 7-30 of the ’592 patent. Paper 9
(“Institution Decision™).

After institution, Patent Owner filed a Response (Paper 21, “PO
Resp.”) and a Contingent Motion to Amend claims 27-30 of the *592 patent
(Paper 22, “MTA”). Patent Owner supported its Response and MTA with
the Declaration of Dr. Alton Oliver Sartor (Ex. 2176), the Declaration of Mr.
Michael Tate (Ex. 2149), and the Declaration of Mr. Art Lathers (Ex. 2231).

Petitioner filed a Reply (Paper 42, “Reply”) and Opposition to Patent
Owner’s MTA (Paper 43, “MTA Opp.”!). Petitioner supported its Reply
and MTA Opposition with the Reply Declaration of Dr. Seth (Ex. 1043), and
the Declaration of Mr. Robert McSorley (Ex. 1044).2

! Petitioner filed the MTA Opposition under seal, subject to the Board’s
ruling on Petitioner’s Motion to Seal (Paper 45). Petitioner filed a redacted
public version of the MTA Opposition as Paper 44.

2 Petitioner filed Dr. Seth’s Reply Declaration and Mr. McSorley’s
Declaration under seal, subject to the Board’s ruling on Petitioner’s Motion
to Seal (Paper 45). Petitioner filed redacted public versions of the
declarations using the same respective exhibit numbers.
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Patent Owner filed a Reply to Petitioner’s Opposition to Patent
Owner’s MTA. Paper 53 (“MTA Reply”).? Patent Owner supported its
MTA Reply with the Reply Declaration of Dr. Sartor (Ex. 2259) and the
Declaration of Patricia Matthews, RN, BSN (Ex. 2234).

Patent Owner filed a Motion to Exclude Exhibits 1089—1090 (Paper
61), Petitioner filed an Opposition (Paper 77 (under seal), Paper 78 (public
version)), and Patent Owner filed a Reply (Paper 86).

Petitioner filed a Motion to Exclude Exhibits 2170, 2171, and 2179
and certain paragraphs in Exhibits 2001, 2176, and 2149 (Paper 64 (under
seal), Paper 68 (public version)), Patent Owner filed an Opposition (Paper
72 (under seal), Paper 73 (public version)), and Petitioner filed a Reply
(Paper 89 (under seal), Paper 95 (public version)).

Patent Owner filed Observations (Paper 80) on the cross-examination
testimony of Dr. Seth (Ex. 2258) regarding Petitioner’s Reply (Paper 42),
and Petitioner filed a response to Patent Owner’s Observations (Paper 93).
Patent Owner also filed Observations (Paper 81 (under seal), Paper 82
(public version)) on the cross-examination testimony of Mr. McSorley (Ex.
2261) regarding Petitioner’s Reply (Paper 42), and Petitioner filed a
response to Patent Owner’s Observations (Paper 92 (under seal), Paper 94
(public version)).

Petitioner filed Observations (Paper 84) on the cross-examination
testimony of Dr. Sartor (Ex. 1098) with respect to Patent Owner’s MTA, and

Patent Owner filed a Response (Paper 90).

3 Patent Owner filed the MTA Reply under seal, subject to the Board’s
ruling on Patent Owner’s Motion to Seal (Paper 54). Patent Owner filed a
redacted public version of the MTA Reply as Paper 52.
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An oral hearing was held on June 13, 2017, and a transcript of the oral
hearing is of record. Paper 98 (“Tr.”).

We have jurisdiction under 35 U.S.C. § 6. This is a Final Written
Decision under 35 U.S.C. § 318(a) and 37 C.F.R. § 42.73(a) regarding the
patentability of the challenged claims. In this case, the claimed treatment
method, administering a 20 to 25 mg/m? dose of cabazitaxel in combination
with prednisone to docetaxel-refractory metastatic prostate cancer patients,
was disclosed more than one year before the earliest effective filing date to
which the *592 patent might be entitled.* Therefore, for the reasons that
follow and based on our review of the complete trial record, we determine
Petitioner has shown by a preponderance of the evidence that claims 1-5 and
7-30 of the ’592 patent are unpatentable. We further determine that Patent
Owner’s Contingent Motion to Amend claims 27-30 is denied.

A. Real Parties in Interest and Related Proceedings

Petitioner identifies (1) Mylan Laboratories Limited, the Petitioner and
a wholly-owned subsidiary of Mylan Inc., (i) Mylan Pharmaceuticals Inc.,
which is a wholly-owned subsidiary of Mylan Inc., (iii) Mylan Inc., which is
an indirectly wholly owned subsidiary of Mylan N.V., and (iv) Mylan N.V.
as real parties in interest. Pet. 11.

Patent Owner identifies Patent Owner, Aventis Pharma S.A., Sanofi,
the ultimate parent company of Aventis Pharma S.A., and Sanofi-Aventis
U.S. LLC, an affiliate of Aventis Pharma S.A., as real parties in interest.
Paper 6, 2.

4 We do not make a determination of the earliest effective filing date,
because the references qualify as prior art regardless of that date.
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Petitioner and Patent Owner identify the following as related district
court proceedings in the District of New Jersey regarding the 592 patent:
Sanofi-Aventis U.S. LLC v. Mylan Laboratories Limited, No. 15-03392;
Sanofi-Aventis U.S. LLC v. Apotex Corp, C. A. No. 15-01835; Sanofi-
Aventis U.S. LLC v. Breckenridge Pharmaceutical, Inc., C. A. No. 15-
01836; Sanofi-Aventis U.S. LLC v. Accord Healthcare, Inc., C. A. No. 15-
02520; Sanofi-Aventis U.S. LLC v. BPI Labs, LLC, C. A. No. 15-02521;
Sanofi-Aventis U.S. LLC v. Dr. Reddy Laboratories, Inc., C. A. No. 15-
02522; Sanofi-Aventis U.S. LLC v. Glenmark Generics Inc., C. A. No. 15-
02523; Sanofi-Aventis U.S. LLC v. Fresenius Kabi USA, LLC, C. A. No. 15-
02631; Sanofi-Aventis U.S. LLC v. Actavis LLC, C. A. No. 15-03107;
Sanofi-Aventis U.S. LLC v. BPI Labs, LLC, C. A. No. 15-02521. Pet. 12;
Paper 6, 2-3.

Petitioner further identifies IPR2016-00627 as an earlier challenge to
U.S. Patent No. 5,847,170 directed to the compound cabazitaxel. Pet. 12.
We denied institution in IPR2016-00627 (Paper 10) and Petitioner’s request
for rehearing (Paper 12).

B. Grounds of Unpatentability

We instituted an inter partes review of claims 1-5 and 7-30 of the
’592 patent on the following grounds of unpatentability under 35
U.S.C. § 103:

DOCKET

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




