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UNITED STATES PATENT AND TRADEMARK OFFICE

BEFORE THE PATENT TRIAL AND APPEAL BOARD

BIOCON BIOLOGICS INC.,
Petitioner,

V.

REGENERON PHARMACEUTICALS, INC.,
Patent Owner.

[PR2024-00298
Patent 11,253,572 B2

Before SUSAN L. C. MITCHELL, ROBERT A. POLLOCK, and
RYAN H. FLAX, Administrative Patent Judges.

FLAX, Administrative Patent Judge.

DECISION
Granting Institution of Inter Partes Review
Granting Motion for Joinder
35US8.C.§314;,35US8.C. §315(c); 37C.F.R. §42.122
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[. INTRODUCTION

Regeneron Pharmaceuticals, Inc. (“Patent Owner” or “Regeneron”) is
the ownerof U.S. Patent 11,253,572 B2 (“the’572 patent™). Paper5,1. On
December 18, 2023, Biocon Biologics Inc. (“Petitioner” or “Biocon”) filed a
Petition for inter partes review challenging the patentability of claims 1-30
(all claims) of the ’572 patent. Paper1 (“Pet.”). The same day, Petitioner
filed a Motion for Joinder, seeking that this proceeding be joined with
pending inter partes review IPR2023-00884 (“IPR’884). Paper 2
(“Motion” or “Mot.”). On January?26, 2024, a conference call was held
between the Panel, Biocon, Celltrion, Inc. (“Celltrion,” the petitioner in
related IPR2024-00260),' Samsung Bioepis Co., Ltd. (“Samsung,” the
petitioner in related [PR’884), and Regeneron. See Paper 8. At this
conference call, Regeneron indicated that it did not oppose Celltrion’s
Motion and waived its right to file a preliminary response in this proceeding.
ld.

Under 37 C.F.R. § 42.4(a), we have authority to determine whether to
institutetrial in an inter partes review. We may institute an inter partes
review if the information presented in the petition filed under 35 U.S.C.

§ 311, and any preliminary response filed under § 313, shows that thereis a
reasonable likelihood that Petitioner would prevail with respect to at least
one of the claims challenged in the petition. 35 U.S.C. § 314.

As discussed below, we conclude Petitioner demonstrates a

reasonable likelihood it would prevail in showing that at least one

challenged claim of the 572 patent is unpatentable under the presented

"' TPR2024-00260 has been joined with IPR2023-00884.
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grounds. Therefore, we grant institution of inter partes review. Further, we
grant Petitioner’s unopposed Motion to join this proceeding with IPR’884.
A.  REAL PARTIES-IN-INTEREST

Petitioner states, Petitioner Biocon Biologics Inc., Biocon
Limited, Biocon Biologics Limited, Biocon Biologics UK
Limited, and Biosimilar Collaborations Ireland Limited are real
parties-in-interest (“RPIs”) to the current Petition. Biocon
Biologics Limited is a subsidiary of Biocon Limited, a publicly
traded company. Biocon Biologics UK Limited is a wholly
owned subsidiary of Biocon Biologics Limited, and Biosimilar
Collaborations Ireland Limited and Biocon Biologics Inc. are
wholly owned subsidiaries of Biocon Biologics UK Limited.

Further RPIs include Mylan Pharmaceuticals Inc.
(“Mylan”) and Johnson & Johnson. Viatris Inc. and Mylan Inc.
are parent companies of Mylan Pharmaceuticals Inc.
Accordingly, Viatris Inc., Mylan Inc., and Mylan
Pharmaceuticals Inc. are identified as RPIs to the current
Petition. Momenta Pharmaceuticals, Inc. and Janssen Research
& Development LLC are wholly-owned subsidiaries of Johnson
& Johnson, a publicly held company. Momenta
Pharmaceuticals, Inc., Janssen Research & Development LLC,
and Johnson & Johnson are also RPIs to the current Petition.

No other parties exercised or could have exercised
control over this Petition; no other parties funded, directed, and
controlled this Petition. See Trial Practice Guide, 15-16
(November 2019).

Paper 7, 1-2. Patent Owner identifiesitself, Regeneron, as thereal party-in-
interest. Paper5, 1.
B.  RELATED MATTERS

Regarding related matters, Petitioner states:

Petitioner identifies Samsung Bioepis Co., Ltd. v.
Regeneron Pharms., Inc., IPR2023-00884 (P.T.A.B.), Mylan
Pharms. Inc. v. Regeneron Pharms., Inc., No. IPR2022-01225
(P.T.A.B.),and Mylan Pharms. Inc. v. Regeneron Pharms.,
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Inc., No.IPR2022-01226 (P.T.A.B.). Petitioneralso identifies
Mylan Pharms. Inc. v. Regeneron Pharms., Inc., No. IPR2021-
00880 (P.T.A.B.), Mylan Pharms. Inc. v. Regeneron Pharms.,
Inc., No. IPR2021-00881 (P.T.A.B.), Mylan Pharms. Inc. v.
Regeneron Pharms., Inc., No. IPR2023-00099 (P.T.A.B.),
Biocon Biologics Inc. v. Regeneron Pharms., Inc., No.
IPR2024-00201 (P.T.A.B.), Regeneron Pharms., Inc. v. Mylan
Pharms. Inc.,No. 2023-1395 (Fed. Cir.), Regeneron Pharms.,
Inc. v. Mylan Pharms. Inc., No. 2023-1396 (Fed. Cir.),
Regeneron Pharms., Inc. v. Mylan Pharms. Inc., 1:22-cv-
00061-TSK (N.D.W. Va.); Regeneron Pharms., Inc. v.
Celltrion, Inc., 1:23-cv-00089-TSK (N.D.W. Va.); Regeneron
Pharms., Inc. v. Samsung Bioepis, Co. Ltd., 1:23-cv-00094-
TSK (N.D.W. Va.); Regeneron Pharms., Inc. v. Formycon AG,
1:23-cv-00097-TSK (N.D.W. Va.); Regeneron Pharms., Inc. v.
Samsung Bioepis, Co. Ltd., 1:23-cv-00106-TSK (N.D.W. Va.);
and Regeneron Pharms., Inc. v. Amgen Inc., 2:24-cv-00264-
JAK-E (C.D. Cal.). Tothe best of Petitioner’s knowledge, the
following are additional judicial or administrative matters that
would affect, or be affected by, a decision in this proceeding:
Celltrion, Inc. v. Regeneron Pharms., Inc., No. IPR2024-00260
(P.T.A.B.), Apotex Inc. v. Regeneron Pharmaceuticals, Inc.,
No. IPR2022-01524 (P.T.A.B.), Samsung Bioepis Co., Ltd. v.
Regeneron Pharms., Inc., IPR2023-00442 (P.T.A.B.), Samsung
Bioepis Co. Ltd. v. Regeneron Pharms., Inc., No. IPR2023-
00739 (P.T.A.B.), United States v. Regeneron Pharms., Inc.,
No. 1:20-cv-11217-FDS (D. Mass.), and Horizon Healthcare
Servs., Inc. v. Regeneron Pharms., Inc., No. 1:22-cv-10493-
FDS (D. Mass.).

U.S. Patent Nos. 9,254,338 B2; 9,669,069 B2;
10,857,205 B2; 10,828,345 B2; 10,130,681 B2; 10,888,601 B2;
11,559,564 B2; 11,707,506 B2; and 11,730,794 B2; and U.S.
Patent Application Nos. 17/072,417;17/112,063; and
18/496,472 each claim the benefit of the ’572 patent's purported
priority date.

Paper 7, 2—-3. Regarding related matters, Patent Owner states:

U.S. Patent No. 11,253,572 was previously challenged in
Apotex Inc. v. Regeneron Pharmaceuticals, Inc., Case No.
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I[PR2022-01524 (P.T.A.B.). The’572 patentis also currently
being challenged in Samsung Bioepis Co., Ltd. v. Regeneron
Pharmaceuticals, Inc., Case No. IPR2023-00884 (P.T.A.B),

and Celltrion, Inc. v. Regeneron Pharmaceuticals, Inc., Case
No. IPR2024-00260.

Related U.S. Patent No. 10,888,601 is being challenged
in Mylan Pharmaceuticals Inc. v. Regeneron Pharmaceuticals,
Inc., Case No. IPR2022-01226 (P.T.A.B.), in Celltrion, Inc. v.
Regeneron Pharmaceuticals, Inc., Case No. [PR2023-00533
(P.T.A.B.) and Samsung Bioepis Co., Ltd. v. Regeneron
Pharmaceuticals, Inc.,Case No. IPR2023-00566 (P.T.A.B.),
which have been joined with IPR2022-01226. U.S. Patent No.
10,888,601 is also being challenged in Samsung Bioepis Co.,
Ltd. v. Regeneron Pharmaceuticals, Inc.,Case No. [PR2023-
00739 (P.T.A.B.) and in Biocon Biologics Inc. v. Regeneron
Pharmaceuticals, Inc., Case No. IPR2024-00201 (P.T.A.B.).

Related U.S. Patent No. 10,130,681 is being challenged
in Mylan Pharmaceuticals Inc. v. Regeneron Pharmaceuticals,
Inc., Case No. IPR2022-01225 (P.T.A.B.) and in Celltrion, Inc.
v. Regeneron Pharmaceuticals, Inc., Case No. [PR2023-00532
(P.T.A.B.),which has been joined with [IPR2022-01225. U.S.
Patent No. 10,130,681 is also being challenged in Samsung
Bioepis Co., Ltd. v. Regeneron Pharmaceuticals, Inc., Case No.
2023-00442 (P.T.A.B).

Related U.S. Patent Nos. 9,669,069 and 9,254,338 were
challenged in Mylan Pharmaceuticals Inc. v. Regeneron
Pharmaceuticals, Inc., Case No. IPR2021-00880 (P.T.A.B.)
and in Mylan Pharmaceuticals Inc. v. Regeneron
Pharmaceuticals, Inc., Case No. IPR2021-00881 (P.T.A.B.),
respectively. IPR2021-00880 was joined with [IPR2022-00257
and IPR2022-00301. IPR2021-00881 was joined with IPR2022-
00258 and IPR2022-00298. PatentOwnerhas appealed the
Board’s decisions in those cases to the Federal Circuit, in
Regeneron Pharmaceuticals, Inc. v. Mylan Pharmaceuticals
Inc.,No. 2023-1395 (Fed. Cir.) and Regeneron
Pharmaceuticals, Inc. v. Mylan Pharmaceuticals Inc.,No.
2023-1396 (Fed. Cir.), respectively.

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




