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LATEST NEWS

Supreme Court Hears Argument on the Constitutionality of
Administrative Patent Judge Appointments in United States
v. Arthrex

By: Christopher E. Loh

On March 1, 2021, the Supreme Court heard oral argument in United
States v. Arthrex, No. 19-1434, a case that will address whether
administrative patent judges (APJs), who preside over inter partes reviews (IPRs) at the United States
Patent and Trademark Office (USPTO), are unconstitutionally appointed principal officers, and, if so,
whether that constitutional violation can be cured by severing “for cause” employment protections for
APJs.

If the Supreme Court in Arthrex concludes that APJs are unconstitutionally appointed principal officers,
then the remedy the Supreme Court adopts or recommends could reshape current practice and procedure
for IPRs and other USPTO proceedings.
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BiologicsHQ's "Spotlight On" product dashboards provide, at a glance, an overview of the status of U.S.

patent proceedings. The dashboards concerning pegfilgrastim (Neulasta@ Lapelga™, Ziextenzo®,

Udenyca Fulphlla Nyvepria™, and MSB11455), trastuzumab (Herceptin®, Ogivri™, Herzuma®,

Ontruzant®, Trazimera™, and Kanjlnt|®), rituximab (Rituxan®, Truxima®, and RUX|ence®), adalimumab

(Humira®, Amjevita™, Cyltezo Hyrimoz™, Hadlima™, Abrilada™, and Hullo—) etanercept (Enbrel®

Erelzi®, and Etlcovo@), and insulin glargine (Lantus@—’l Lantus® SoloSTAR®, Basagla_r—, and Semglee™) have
been updated with activity through March 31, 2021.

BiologicsHQ's "Spotlight On Biosimilar Litigations"” dashboard provides, at a glance, an overview of the
status of U.S. biosimilar patent litigations through March 31, 2021.
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IPRs and PGRs

Dupixent® (dupilumab):

o On March 11, 2021, Immunex filed a petition for writ of certiorari, Supreme Court Case No. 20-1285, from the
decisions in Fed. Cir. Appeal Nos. 19-1749 and 19-1777, appealing the final written decisions in IPR2017-01884
and IPR2017-01879.

Litigations

Avonex® (interferon beta-1a) / Betaseron® (interferon beta-1b) / Extavia® (interferon beta-1b) / Rebif®
(interferon beta-1a):

o On March 8, 2021, Bayer filed a petition for writ of mandamus, Fed. Cir. Appeal No. 21-120, requesting the entry
of final judgment of infringement in Case No. 2:10-cv-02734 (D.N.J.). This followed the February 26, 2021
petition for writ of mandamus by EMD Serono, Fed. Cir. Appeal No. 21-117, with the same request. On the same
day as Bayer's petition, the District Court entered final judgment.

On March 11, 2021, Fed. Cir. Appeal Nos. 21-117 and 21-120 were voluntarily dismissed by EMD Serono and
Bayer.
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CDER Purple Book Updates

Abecma® (idecabtagene vicleucel):

« On March 26, 2021, the FDA approved Celgene and Bristol-Myers Squibb's Abecma® (idecabtagene
vicleucel), a CAR-T therapy.

Non-U.S. Biosimilars / Follow-On Biologics

Adalimumab BS MA (adalimumab):

e« On March 24, 2021, LG Chem and Mochida Pharmaceutical announced Adalimumab BS MA (adalimumab), a
biosimilar of AbbVie's Humira® (adalimumab), was approved in Japan.

Oyavas (bevacizumab):

o On March 30, 2021, STADA announced that Oyavas (bevacizumab), a biosimilar of Genentech's Avastin®
(bevacizumab), was approved and launched in the E.U.

Alymsys (bevacizumab):

e On March 31, 2021, mAbxience announced that Alymsys (bevacizumab), a biosimilar of Genentech's

Avastin@_(bevacizumab),, was approved in the E.U.

STATISTICS
Biosimilar- Biosimilar-Related Biosimilar-Related
Related IPR IPR Petitions IPR Petitions
Petitions by Fiscal Year by Quarter

Biasimilar-Related IPR Peiibons Biasimllar-Related IPR Pailbons
by Fiscal Year by Guiarter

Biosimilar-Related PR Potitions

Biosimilar-Related IPRs Biosimilar-Related Status of
by Reference IPRs: Number of Patents Biosimilar-
Product and Claims Challenged Related IPRs

ar-Ralated IPRs Biosimilar-Related IPRS:

ence Product Mo, of Patents & Claims Challenged Status of Biosimilar-Related IFRs

I-‘l
]

Biosimilar-Related IPRs: Biosimilar- Biosimilar-Related
Institution and Final Related Litigations



https://connect.venable.com/e/gguwatvojexsa
https://connect.venable.com/e/dt0c3opqqebh0ca
https://connect.venable.com/e/f0qt84hlww5yoq
https://connect.venable.com/e/cl0e9ywrldwnjg
https://connect.venable.com/e/6jp59smxt6a
https://connect.venable.com/e/q1eqaruelyydokg
https://connect.venable.com/e/w9kueqhgohkxjdq
https://connect.venable.com/e/2mu2bre5z2fo3zq
https://connect.venable.com/e/l30ix5zncu8hna
https://connect.venable.com/e/l30ix5zncu8hna
https://connect.venable.com/e/cg0s94zuhr5jytg
https://connect.venable.com/e/egnfrh3m32siw
https://connect.venable.com/e/5kadzrit98tc0w
https://connect.venable.com/e/5kadzrit98tc0w
https://connect.venable.com/e/jmuavjt6tmz4na
https://connect.venable.com/e/bjugcz5z8tkpbog
https://connect.venable.com/e/q50schvhkkuc3xa
https://connect.venable.com/e/h60ox4t6cqaepma
https://connect.venable.com/e/4ueolz0qtxkj0ea
https://connect.venable.com/e/q50schvhkkuc3xa
https://connect.venable.com/e/ykkskxcuzwgacxa
https://connect.venable.com/e/ykkskxcuzwgacxa
https://connect.venable.com/e/u0e7imevdkaymw
https://connect.venable.com/e/ykkskxcuzwgacxa
https://connect.venable.com/e/f7eqpnlvtnuvsoq
https://connect.venable.com/e/f7eqpnlvtnuvsoq
https://biologicshq.com/company/genentech/
https://connect.venable.com/e/f7eqpnlvtnuvsoq
https://connect.venable.com/e/f7eqpnlvtnuvsoq
https://connect.venable.com/e/f7eqpnlvtnuvsoq
https://connect.venable.com/e/s9ey3ronvcyj4da
https://connect.venable.com/e/f7eqpnlvtnuvsoq

-

Written Decision itigations by Reference
Outcomes Product

HI':'EII__II"IF' Rolated IPRs: Institution

arvd Final Writhen Dacision Dulcomes Biosimilar-Related Litigatians

=)
L

=~ =

-l-

Biosimilar-Related Patents Subject to Biosimilars
Litigations Biosimilar-Related Approved in the
by Year IPRs and Litigations United States

Blosimllar-Related Litigations by Year :,a.':i:.l:j ;‘;auﬁlu:'fr'if::i

&L=
83.2%

Biosimilar Applications Biologic Drug_ Biologic Drug_
Pending_in the IPR IPRs by Reference
United States Petitions Product

Biosimilar Applications Pending in - e i - Binlogic Drug IFRs
thir Linited 5 tales* Biologic Drug IPR Petitions i

by Reference Product

Patents Subject to Biologic Drugs Most Biologic Drug Patent
Biologic Drug IPRs Frequently Targeted in Multiple IPR Challenges
and Litigations Serial IPR Challenges by Claim Type

Patents Subject 1o Blolegic Drug Patent Multiple IPR
Divagy PR arsd Lili

Challenges by Claim Type

_ﬂnﬂ""]]H IH

Number of IPR
Challenges Per
Biologic Drug Patent



https://connect.venable.com/e/5kadzrit98tc0w
https://connect.venable.com/e/5kadzrit98tc0w
https://connect.venable.com/e/dquzayuuq5ng
https://connect.venable.com/e/dquzayuuq5ng
https://connect.venable.com/e/ruuecvbkco6quw
https://connect.venable.com/e/gakg0wmhbdgqraq
https://connect.venable.com/e/cuqxx9d4n1fqzg
https://connect.venable.com/e/cuqxx9d4n1fqzg
https://connect.venable.com/e/jmuavjt6tmz4na
https://connect.venable.com/e/oyukl4ox1plqkgq
https://connect.venable.com/e/gt0ql88etb57xxw
https://connect.venable.com/e/gt0ql88etb57xxw
https://connect.venable.com/e/gt0ql88etb57xxw
https://connect.venable.com/e/gt0ql88etb57xxw
https://connect.venable.com/e/gt0ql88etb57xxw
https://connect.venable.com/e/puuqkgxd1ofq9w
https://connect.venable.com/e/puuqkgxd1ofq9w
https://connect.venable.com/e/hxecsq95n6wpzow
https://connect.venable.com/e/hxecsq95n6wpzow
https://connect.venable.com/e/jw06qafqrtybxg
https://connect.venable.com/e/bjugcz5z8tkpbog
https://connect.venable.com/e/qewpadermbyung
https://connect.venable.com/e/t0eq0yifwi64kg
https://connect.venable.com/e/t0eq0yifwi64kg
https://connect.venable.com/e/kk2avn183dsneg
http://www.biologicshq.com/stats_entry/biologic-drug-iprs-by-reference-product/
https://connect.venable.com/e/9qkefpgukno7u6a
https://connect.venable.com/e/mdumxhnk43zybq
https://connect.venable.com/e/mdumxhnk43zybq

Number of IPR Challenges Per
Bialagic Drug Pabent

BiologicsHQ Search

Information contained in the Venable | itzpatrick
BiclogicsHO database relates to FDA-ayp

products listed in the CDER F"l,q;h Book wduct
Company page search results are ropy for FOAgy 3§
approved indic ations, aBLA and 50 ctivity, apjpris

foreign biosimilars, IPRs and U.S. litigations.

Enger Keywords I

Robert S. Schwartz, Ph.D. Ha Kung Wong

Chair Partner

+1 212.218.2298 +1 212.218.2571
RSchwartz@Venable.com HWong@Venable.com

CALIFORNIA | DELAWARE | ILLINOIS | MARYLAND | NEW YORK | VIRGINIA | WASHINGTON, DC

© 2021 Venable LLP. This email is published by the law firm Venable LLP. It is not intended to provide legal advice or opinion. Such advice may only be given when related to specific fact
situations that Venable has accepted an engagement as counsel to address. ATTORNEY ADVERTISING.

Venable.com | Manage Preferences | Unsubscribe | If you are having trouble viewing this email, click here to view it in the browser or contact us by mail at Venable LLP, 600 Massachusetts
Avenue, NW, Washington, DC 20001.


https://connect.venable.com/e/jw06qafqrtybxg
https://connect.venable.com/e/6j0i6apb73klt0q
mailto:RSchwartz@Venable.com
https://connect.venable.com/e/q5uefieyoq8oocq
mailto:HWong@Venable.com
https://connect.venable.com/e/4em4r7k5btnjpq
https://www.venable.com/
https://connect.venable.com/v/7lc7pu4h
https://connect.venable.com/v/3lilc7lb

