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LATEST NEWS

" Ha Kung Wong Discusses How a Streamlined Approach to
Biosimilar Approval Reduces Litigation Risk with The
Center for Biosimilars

Ha Kung Wong Discusses Navigating the Patent Thicket:
Balancing Innovation, Biosimilar Access in the Biologics
Ha Kung Wong, JD Market with The Center for Biosimilars

Venable LLP

In interviews with the Center for Biosimilars, Ha Kung Wong discusses the advantages of the BPCIA patent
dance, the challenge of "patent thickets," and mechanisms in place to ensure fair competition and patient
access to biosimilars.

Genentech and Dr. Reddy’s Settle BPCIA Litigation Against

/ 7. Proposed Rituxan Biosimilar DRL_RI
"/ o%
3;/ By: Robert S. Schwartz, Ph.D.
/ /
// f On April 10, 2024, the Court granted Plaintiffs Genentech, Hoffmann-La
/ ? W Roche, and Biogen and Defendants Dr. Reddy’s and Fresenius Kabi’s joint

stipulation of dismissal due to settlement in Case No. 1:23-cv-22485

(D.N.J.) related to Dr. Reddy’s and Fresenius Kabi’s proposed Rituxan®
(rituximab) biosimilar DRL_RI.

EYLEA® Proposed Biosimilar M710 BPCIA Appeals Dismissed for Lack of Jurisdiction

By: Robert S. Schwartz, Ph.D.
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On April 12, 2024, the Federal Circuit dismissed CAFC Appeal No. 24-1402
and Cross-Appeal No. 24-1405 for lack of jurisdiction following its
February 22, 2024 order directing Regeneron and Mylan / Biocon to show
cause why the appeals should not be dismissed for lack of jurisdiction.
Following the Court’s show cause order, the parties agreed that the
Federal Circuit lacked jurisdiction because the December 2023 District
Court decision in Case No. 1:22-cv-00061 (N.D.W. Va.) did not resolve all
of the claims at issue in the litigation, which is related to Mylan / Biocon’s

proposed EYLEA® (aflibercept) biosimilar M710.

Alvotech and Teva’s Selarsdi™ (ustekinumab-aekn),
Biosimilar to Stelara® Approved by FDA

By: Monica Chou and Robert S. Schwartz, Ph.D.

According to an April 2024 press release, Alvotech and Teva’s Selarsdi™
(ustekinumab-aekn) was approved by the FDA on April 16 as a biosimilar

of Janssen / Johnson & Johnson’s Stelara® (ustekinumab). The
companies announced in June 2023 that they had reached a settlement and license agreement with
Johnson & Johnson, which granted a license entry date for Selarsdi™ in the U.S. by February 21, 2025.

" PTAB Proposes Rules Governing Director Review of PTAB
* Decisions

By: Monica Chou and Robert S. Schwartz, Ph.D.

On April 16, 2024, the PTAB proposed new rules governing the Director
Review process, which would remain consistent with the Interim review
process currently in place, and codify those procedures.

Biosimilar Launch and Approval Updates — Tyenne®

(tocilizumab-aazg), Xlucane™ (ranibizumab), Hercessi™
(trastuzumab-strf)

By: Robert S. Schwartz, Ph.D.

The first Actemra® (tocilizumab) biosimilar launched in the U.S. on April

15, 2024 — Fresenius Kabi’s Tyenne® (tocilizumab-aazg)

o Xbrane’s Xlucane™ (ranibizumab), a proposed biosimilar of Genentech's Lucentis® (ranibizumab),
received a Complete Response Letter on April 21, 2024.

« A new Herceptin® (trastuzumab) biosimilar was approved on April 29, 2024 — Accord BioPharma’s
Hercessi™ (trastuzumab-strf).

PTAB Issues Final Written Decisions On Zynteglo® Gene Therapy Patents

By: Damineh Morsali, Ph.D. and Robert S. Schwartz, Ph.D.
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On April 22, 2024, the PTAB issued Final Written Decisions in two related
inter partes reviews, IPR2023-00070 and IPR2023-00074, upholding two of

Sloan Kettering's patents that cover Zynteglo® (betibeglogene
autotemcel), a gene therapy treatment for adult and pediatric beta-
thalassemia.

Amgen and Sandoz Settle Prolia® / Xgeva® Biosimilar
Litigation

By: Damineh Morsali, Ph.D. and Robert S. Schwartz, Ph.D.

g Amgen and Sandoz reached a settlement in Case No. 1:23-cv-02406
(" @ (D.N.J.) on April 29, 2024 related to Sandoz’s Jubbonti® / Wyost®
(denosumab-bddz), interchangeable biosimilars of Amgen’s Prolia® /

Xgeva® (denosumab), FDA-approved on March 5, 2024.

Spotlight On: Actemra® (tocilizumab) / Tofidence™

(tocilizumab-bavi) Ll'yenne® (tocilizumab-aazg)

Spotlight On: Neulasta® (pegfilgrastim)_/ FquhiIa®
(pedfilgrastim-jmdb) / Udenyca® (pedfilgrastim-cbqv). /

apgf)./ Fylnetra™ (pedfilgrastim-apgf)./ Stimufend®

(pegfilgrastim-fpgk)

Spotlight On: Herceptin® (trastuzumab) / Ogivri® (trastuzumab-dkst) / Herzuma®

(trastuzumab-pkrb)_/ Ontruzant® (trastuzumab-dttb)_/ Trazimera® (trastuzumab-qyyp)./

Kanjinti® (trastuzumab-anns)_/ Hercessi™ (trastuzumab-strf)

Spotlight On: Biosimilar Litigations

Spotlight On: Rituxan® (rituximab)_/ Truxima® (rituximab-abbs) / Ruxience® (rituximab-
pvvr) / Riabni™ (rituximab-arrx)

(adalimumab-adbm) / Hyrimoz® (adalimumab-adaz) / Hadlima™ (adalimumab-bwwd)_/
Abrilada™ (adalimumab-afzb) / Hulio® (adalimumab-fkjp) / Yusimry™ (adalimumab-

aqvh) / Idacio® (adalimumab-aacf) / Yuflyma® (adalimumab-aaty) / Simlandi®
(adalimumab-ryvk)
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Spotlight On: Enbrel® (etanercept)_/ Erelzi® (etanercept-szzs) / Eticovo® (etanercept-
ykro)

Spotlight On: Lantus® / Lantus® SoloSTAR® (insulin glargine recombinant)_/ Basaglar®
(insulin glargine)_/ Semglee® (insulin glargine-yfgn)_/ Rezvoglar™ (insulin glargine-agir)

BiologicsHQ's "Spotlight On" product dashboards provide, at a glance, an overview of the status of U.S.
patent proceedings. The dashboards concerning tocilizumab (Actemra®, Tofidence™, Tyenne®, and CT-

P47), pedfilgrastim (Neulasta®, Fulphila®, Udenyca®, Ziextenzo®, Nyvepria®, Fylnetra™, Stimufend®,

Lapelga™, and Pedfilgrastim (Lupin)), trastuzumab (Herceptin®, quvri®. Herzuma®, Ontruzant®, Trazimera®,

@jinti®, Hercessi™, TX-05, and EG12014), rituximab (Rituxan®, Truxima®, Ruxience®, and Riabni™),
adalimumab (Humira®, Amjevita™, Cyltezo®, Hyrimoz®, Hadlima™, Abrilada™, Hulio®, Yusimry™, |dacio®,

Myma®, and Simlandi®), etanercept (Enbrel®, Erelzi®, and Eticovo®), and insulin glargine (Lantus®l

Lantus® SoloSTAR®, Basaglar®, Semglee®, and Rezvoglar™) have been updated with activity through April
30, 2024.

BiologicsHQ's "Spotlight On Biosimilar Litigations" dashboard provides, at a glance, an overview of the
status of U.S. biosimilar patent litigations through April 30, 2024.

Read
More

News

UPDATES

IPRs and PGRs

Zynteglo® (betibeglogene autotemcel):

e On April 22, 2024, the Board issued final written decisions in bluebird bio v. Sloan Kettering IPR2023-00070
finding challenged claims 1, 10, 19, and 22 of U.S. Patent No. 7,541,179 were not unpatentable, and in IPR2023-
00074 finding challenged claims 1, 2, 5-8, 11, and 15 of U.S. Patent No. 8,058,061 were not unpatentable.

Litigations

Rituxan® (rituximab):

e On April 9, 2024, the Court granted Genentech, Biogen, Hoffmann-La Roche, Dr. Reddy's, and Fresenius
Kabi's joint stipulation of dismissal due to settlement in Case No. 1:23-cv-22485 (D.N.J.) related to Dr. Reddy's,
and Fresenius Kabi's proposed biosimilar DRL_RI (rituximab).

Eylea® (aflibercept):

e On April 12, 2024, the Federal Circuit dismissed for lack of jurisdiction in Regeneron v. Mylan CAFC Appeal Nos.
24-1402 and 24-1405, appealing the Court's judgment that Claims 4, 7, 9, 11, 14-17 of U.S. Patent No.
11,084,865 were valid and infringed and Claims 6 and 25 of U.S. Patent No. 11,253,572 and Claims 11 and 19 of
U.S. Patent No. 10,888,601 were invalid and infringed. The parties agreed the Federal Circuit lacked jurisdiction
for the appeals because the District Court's decision did not resolve all claims at issue in the case.

Prolia® / Xgeva® (denosumab):
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o On April 29, 2024, Amgen and Sandoz stipulated to dismissal of Case No. 1:23-cv-02406 (D.N.J.) and entry of

an injunction against Sandoz's Jubbonti® / Wyost® (denosumab-bbdz) until February 19, 2025. As part of the
settlement, Sandoz agreed that U.S. Patent No. 7,364,736 was valid and infringed.

aBLA Applications and FDA Activity

Tyenne® (tocilizumab-aazg):

e On April 15, 2024, Fresenius Kabi announced the launch of '_I'venne® (tocilizumab-aazg), a biosimilar of
Genentech's Actemra® (tocilizumab), in the U.S.

Selarsdi™ (ustekinumab-aekn):

e On April 16, 2024, the FDA approved Alvotech and Teva's Selarsdi™ (ustekinumab-aekn), a biosimilar of

Janssen's Stelara® (ustekinumab). A settlement agreement by the parties allows Selarsdi™ to launch no later
than February 21, 2025.

Xlucane™ (ranibizumab):

e On April 21, 2024, Xbrane announced the receipt of a Complete Response Letter from the FDA for Xlucane™

(ranibizumab), a proposed biosimilar of Genentech's Lucentis® (ranibizumab).

Hercessi™ (trastuzumab-strf):

e On April 25, 2024, the FDA approved Accord and Shanghai Henlius Biotech's Hercessi™ (trastuzumab-strf),
a biosimilar of Genentech's Herceptin® (trastuzumab).

gvltezo® (adalimumab-adbm):

o On April 30, 2024, the FDA approved a high-concentration, citrate-free formulation of Boehringer Ingelheim's
(_:vltezo® (adalimumab-adbm), an interchangeable biosimilar of AbbVie's Humira® (adalimumab).

CDER Purple Book Updates

o On April 22, 2024, the FDA approved Altor BioScience's Anktiva® (nogapendekin alfa inbakicept-pmin).

Beqvez™ (fidanacogene elaparvovec-dzkt):

e On April 25, 2024, the FDA approved Pfizer's Beqvez™ (fidanacogene elaparvovec-dzkt).

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

Epyztek™ (SB17)_(ustekinumab):

o On April 11, 2024, Samsung Bioepis announced the approval of Epyztek™ (ustekinumab), a biosimilar

of Janssen's Stelara® (ustekinumab), in South Korea.

Niop@g®_(p@gmgrastim),:

« On April 19, 2024, Nora Pharma announced the approval of Niopeg® (pedfilgrastim), a biosimilar

of Amgen's Neulasta® (pedfilgrastim), in Canada.
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Pyzchiva® (SB17) (ustekinumab):

« On April 22, 2024, Sandoz and Samsung Bioepis announced the approval of Pyzchiva® (ustekinumab), a

biosimilar of Janssen's Stelara® (ustekinumab), in the E.U.
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