UNITED STATES PATENT AND TRADEMARK OFFICE

BEFORE THE PATENT TRIAL AND APPEAL BOARD

REGENERON PHARMACEUTICALS, INC.,,
Petitioner

V.

NOVARTIS PHARMA AG,
NOVARTIS TECHNOLOGY LLC,
NOVARTIS PHARMACEUTICALS CORPORATION,
Patent Owners

Case IPR2021-00816
Patent 9,220,631

PATENT OWNERS’ CONTINGENT MOTION TO AMEND
UNDER 37 C.F.R. § 42.121

DOCKET

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



https://www.docketalarm.com/

TABLE OF CONTENTS

I. INTRODUCGTION ...ttt e et e et e e eaeaeea 1
II. STATEMENT OF RELIEF REQUESTED ........ccoovviiiiiiiieiiieeeeeeeeeeeeee, 2
III. THE REQUIREMENTS OF 35 U.S.C. § 316(d)(3) and 37 C.F.R. § 42.121
ARE MET ...ttt et et et e e e eaaeeeeearee s 2
IV. THE SUBSTITUTE CLAIMS ARE SUPPORTED BY THE WRITTEN
DESCRIPTION .....ooootiieeeeee ettt e e e et e e eeaaaeeeeaaee s 5
V. THE SUBSTITUTE CLAIMS ARE PATENTABLE ......ccccooeviiiiiiee. 12
A. The Person of Ordinary Skill in the Art (POSA).....cccvvieeeiiieiieeieeee, 12
B.  The Substitute Claims Are Patentable Over All Prior Art of Record......... 13
C. The Patent Owner Is Not Aware of Other Material Prior Art..................... 25
VI, CONCLUSION ..ottt ettt e str e e e vae e e aaeeenns 25

DOCKET

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



https://www.docketalarm.com/

TABLE OF AUTHORITIES

Page(s)

Cases
Aqua Prods., Inc. v. Matal,

872 F.3d 1290 (Fed. Cir. 2017) (€71 BANC) ...ceeevueieiiiieiieeeieeeeeeee, 13
AstraZeneca AB v. Mylan Pharm. Inc.,

19 F.4th 1325 (Fed. Cir. 2021) couieiiieiieeieeeeeee ettt 18
Lectrosonics v. ZAXCOM, Inc.,

IPR2018-001129, Paper 15 (PTAB Feb. 25, 2019)....ccccceviiviiniiniinnne 3,4,5,6
Statutes
35 ULS.C. § 3T0(A) ottt ettt ettt et enee s 2
35 U.S.C. § 316(A)(1)(B) cuvieiieiieeieeieete ettt ettt st e e e snne s 4
35 ULS.C. § 316(A)(3)eneieiieiieiieeie ettt ettt et enee s 1,2,25
Other Authorities
R O S B 1 SRR 25
3T C FRL§A2I2T ettt et 1,2,25
37 CFR.§A2.121(2)(3) ceveeveereeeieeieeieeseeeteeieesteestteseeeeseeseesseessaessesnseenseesseesnsens 4

DOCKET

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



https://www.docketalarm.com/

U.S. Patent No. 9,220,631
IPR2021-00816

I. INTRODUCTION

Patent Owner! files this contingent Motion to Amend pursuant to 35 U.S.C.
§ 316(d)(3) and 37 C.F.R. § 42.121, and requests preliminary guidance pursuant to
the Motion to Amend Pilot Program, 84 Fed. Reg. 9497; 86 Fed. Reg. 51656.

Patent Owner maintains its position that the 631 patent claims are not
unpatentable under any of the instituted grounds. In the event that the Board
accepts Petitioner’s obviousness arguments and concludes otherwise, Patent Owner
contingently moves to amend the original claims with corresponding proposed
substitute claims. The substitute claims further distinguish the prior art of record
in this proceeding by proposing two amendments to original independent claim 1:
(1) reducing the upper level of silicone oil that is present in the syringe barrel to an
amount of about 25 g, and (2) additionally requiring that the terminally sterilized
syringe have a shelf-life of at least twelve months after terminal sterilization. The
substitute claims meet the requirements of 35 U.S.C. § 316(d)(3) insofar as they
narrow the claims, have express support in the disclosures of the *631 patent
application as originally filed, and address an issue of patentability raised by the
Board in the Institution Decision.

None of the prior art cited by Petitioner renders the substitute claims

unpatentable. None of the references teach the lowered amount of silicone oil in

! Novartis Pharma AG, Novartis Technology LLC, Novartis Pharmaceuticals Corp.
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the syringe barrel. Nor do any of the references support a reasonable expectation
that such low amounts of silicone oil, even if suggested, could provide the recited
break loose force and other properties for a pre-filled, terminally sterilized,
intravitreal syringe comprising a VEGF therapeutic, let alone provide them over
the course of a shelf-life of at least twelve months following terminal sterilization.
Finally, Patent Owner is not aware of any prior art or teaching that a person of
ordinary skill in the art (POSA) would combine with Petitioner’s prior art, Sigg,
Lam or Boulange (or any other art of record), to render the proposed substitute
claims obvious.

II. STATEMENT OF RELIEF REQUESTED

To the extent the Board finds any original claim unpatentable in this
proceeding, Patent Owner respectfully requests that the Board grant this contingent
motion to amend with respect to each corresponding substitute claim below for
which the original claim was found unpatentable. The Board should not consider
this motion for any original claim that it determines is patentable.

. THE REQUIREMENTS OF 35 U.S.C. § 316(d)(3) and 37 C.F.R. §
42.121 ARE MET

To satisfy 35 U.S.C. § 316(d) and 37 C.F.R. § 42.121, this Motion to Amend
must (1) not present substitute claims that enlarge the scope of the claims of the
challenged patent or introduce new subject matter; (2) propose a reasonable

number of substitute claims; and (3) respond to a ground of unpatentability
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