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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 IPR2016-00627
Patent 5,847,170

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

MURPHY, Administrative Patent Judge.

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

Mylan Laboratories Limited (“Petitioner”) filed a Petition requesting
an inter partes review of claims 1 and 2 of U.S. Patent No. 5,847,170 (EX.
1001, “the *170 patent”). Paper 3 (“Pet.”). Aventis Pharma S.A. (“Patent
Owner”), filed a Preliminary Response to the Petition. Paper 8 (“Prelim.
Resp.”). We have statutory authority under 35 U.S.C. § 314(a), which
provides that an inter partes review may not be instituted “unless . . . there is
a reasonable likelihood that the petitioner would prevail with respect to at
least 1 of the claims challenged in the petition.”

Petitioner challenges claims 1 and 2 of the 170 patent as unpatentable
under 35 U.S.C. § 103(a). Pet. 13-14. Based on the arguments and
evidence presented in the Petition and Preliminary Response, we are not
persuaded there is a reasonable likelihood Petitioner would prevail with
respect to at least one of the claims challenged in the Petition. Therefore, we
decline to institute inter partes review.

A. Related Proceedings

Petitioner identifies the following as related district court proceedings
in the District of New Jersey regarding the *170 patent: Sanofi-Aventis U.S.
LLC, Aventis Pharma S.A. and Sanofi v. Mylan Laboratories Ltd., C. A. No.
3:15-cv-00290 (MAS)(LHG); Sanofi-Aventis U.S. LLC et al. v. Fresenius
Kabi USA, LLC, C. A. No. 14-07869 (MAS)(LHG); Sanofi-Aventis U.S.
LLC et al. v. Accord Healthcare, Inc., C. A. No. 14-08079 (MAS)(LHG);
Sanofi-Aventis U.S. LLC et al. v. BPI Labs, LLC et al., C. A. No. 14-08081
(MAS)(LHG); Sanofi-Aventis U.S. LLC et al. v. Fresenius Kabi USA, LLC,
C. A. No. 14-08082 (MAS)(LHG); Sanofi-Aventis U.S. LLC et al. v. Apotex
Corp. etal., C. A. No. 15-0287 (MAS)(LHG); Sanofi-Aventis U.S. LLC et
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al. v. Breckenridge Pharmaceutical, Inc., C. A. No. 15-0289 (MAS)(LHG);
Sanofi-Aventis U.S. LLC et al. v. Mylan Laboratories Limited, C. A. No. 15-
0290 (MAS)(LHG); and Sanofi-Aventis U.S. LLC et al. v. Actavis LLC et al.,
C. A. No. 15-0776 (MAS)(LHG). Pet. 12-13.

B. Proposed Grounds of Unpatentability

Petitioner advances two grounds of unpatentability under 35 U.S.C.

8 103(a) in relation to the challenged claims in the 170 patent:

Reference][s] Statutory | Challenged
Basis Claims
Kant (Ex. 1005)! in view of Klein (Ex. § 103 1and 2
1006)2
Colin (Ex. 1007)3 in view of Klein and § 103 1and 2
Kant

Pet. 13-14. Petitioner supports its challenge with a Declaration by Eric N.
Jacobsen, Ph.D. (“Jacobsen Decl.”). Ex. 1002.

C. The *170 Patent
The *170 patent, titled “Taxoids, Their Preparation and

Pharmaceutical Compositions Containing Them,” issued December 8, 1998,

1 Kant et al., A Chemoselective Approach to Functionalize the C-10
Position of 10-Deacetylbaccatin 111 Synthesis and Biological Properties of
Novel C-10 Taxol® Analogues, Tetrahedron Letters, 35 (31), 5543-46
(1994) (“Kant”). Ex. 1005.

2 Klein et al., Ch. 20 Chemistry and Antitumor Activity of 9(R)-
Dihydrotaxanes in Taxane Cancer Agents, ACS Symposium

Series Vol. 58, 276-287 (Georg et al., eds., 1994). Ex. 1006.

3 U.S. Patent No. 4,814,470 issued March 21, 1989 to Colin et al. (“Colin”).
Ex. 1007.
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from an application filed March 26, 1996. Ex. 1001.* The *170 patent is

directed to new taxoids of general formula (I):

Ry 0O (0

OCOC:Hs

in which:
Z represents a hydrogen atom or a radical of general
formula (II):

RiNH 0 (In
R3 - -
OH

Ex. 1001, 1:7-28. The *170 patent discloses and claims, in particular, a
compound known as cabazitaxel, pharmaceutical compositions containing
cabazitaxel, and processes to prepare cabazitaxel. Id. at 12:52-13:33. The
compounds of the *170 patent, including cabazitaxel, inhibit abnormal cell
proliferation and have “antitumour properties, and more especially activity
against tumours which are resistant to Taxol® or to Taxotere®.”® Id. at
11:59-61, 26:32-37. Cabazitaxel is indicated for treatment of certain types

of prostate cancer. Ex. 2002.

4 The 170 patent claims priority to a provisional application dated January
17,1996 and to French applications 95 03545 and 95 15381, dated March
27, 1995 and December 22, 1995, respectively. Ex. 1001, [60], [30].

® Taxol® is the brand name for paclitaxel. Taxotere® is the brand name for
docetaxel. We also refer to “Taxol” and “Taxotere” in this Decision.
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The chemical name for cabazitaxel is 4a-acetoxy-2a-benzoyloxy-
5B,20-epoxy-1B-hydroxy-7p,10B-dimethoxy-9-oxo-Il-taxen-13a-yl(2R,3S)-
3-tert-butoxycarbonylamino-2-hydroxy-3-phenylpropionate. Id. at 13:9-12,
28:57-60. The chemical structure of cabazitaxel is:

Pet. 3. Of particular interest in cabazitaxel are the presence of a methoxy
group (OCHy3) at both the C-7 position (Rs in formula I) and C-10 position
(R4 in formula 1), and a carbonyl (C=0) at the C-9 position. Ex. 1001, 2:40-
42, 3:1-3.

The prior art paclitaxel and docetaxel compound structures are shown

below.
Y .
[ f \
N N
Ac 0 H
10 10
Paclitaxel Docetaxel
(Taxol®) (Colin, Example 1
Taxotere®)

Pet. 9; Ex. 1002 § 36—38. Paclitaxel and docetaxel are synthesized from a
key “advanced precursor” known as 10-deacetyl baccatin I11 (“10-DAB”).
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