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LATEST NEWS

Amgen Files Fourth BPCIA Lawsuit Against Proposed
Prolia® / Xgeva® Biosimilar — Fresenius Kabi’s FKS518

By: Robert S. Schwartz, Ph.D.

On October 4, 2024, Amgen filed Case No. 1:24-cv-09555 (N.D. lll.) against
Fresenius Kabi, alleging FKS518 (denosumab), its proposed Prolia®/

)_(geva® (denosumab) biosimilar, would infringe 33 of Amgen’s patents.
The patents asserted include two patents with composition claims, four patents with composition of matter
claims, 31 patents with manufacturing claims, one patent with claims directed to host cells, and one patent
with claims covering devices.
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Stelara® (ustekinumab). Imuldosa™ was developed by Dong-A ST in
collaboration with Meij Seika Pharma, and Accord is responsible for commercialization in the U.S. Under an
October 2023 settlement agreement, Imuldosa™ can launch in the U.S. beginning no later than May 15,
2025.

Amgen Plans At-Risk Launch of EYLEA® Biosimilar Pavblu™ After Federal Circuit Lifts
Temporary Injunction

By: Robert S. Schwartz, Ph.D.
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On October 22, 2024, the Federal Circuit (CAFC Case No. 24-2351) denied
i Regeneron’s request for an injunction pending appeal for Amgen’s

@ EYLEA® (aflibercept) biosimilar Pavblu™ (aflibercept-ayyh). The appeal
concerns the District Court’s (Case No. 1:24-cv-00039 (N.D.W. Va.) / 1-24-
md-2103 (N.D.W. Va.)) September 2024 denial of a preliminary injunction
=" against the commercial launch of Pavblu™. The CAFC is expediting the
appeal, with briefing due in November and an oral argument in January

2025.

FDA Accepts aBLAs for Prolia® / Xgeva® Biosimilars from
Organon and Teva

By: Robert S. Schwartz, Ph.D.

On October 30, 2024, Organon announced the FDA acceptance of its aBLA

for HLX14, a proposed biosimilar of Amgen’s Prolia® / Xgeva®

(denosumab). Organon licensed the commercialization rights for HLX14 in
the U.S. from Shanghai Henlius Biotech. Earlier in October, Teva announced that the FDA and EMA accepted

applications for its proposed Prolia® biosimilar TVB-009P.

(tocilizumab-bavi) / Tyenne® (tocilizumab-aazg)

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

Ziextenzo® (pedfilgrastim-bmez) / Nyv_epria®(r§gmgrastim-
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Spotlight On: Herceptin® (trastuzumab) / Ogivri® (trastuzumab-dkst) / Herzuma®

(trastuzumab-pkrb) / Ontruzant® (trastuzumab-dttb)_/ Trazimera® (trastuzumab-qyyp) /
Kanijinti® (trastuzumab-anns) / Hercessi™ (trastuzumab-strf)

Spotlight On: Biosimilar Litigations

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

Spotlight On: Humira® (adalimumab)_/ Amjevita™ (adalimumab-atto)_/ Cyltezo®
(adalimumab-adbm) / Hyrimoz® (adalimumab-adaz) / Hadlima™ (adalimumab-bwwd)_/
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(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™, Iyenne®, and CT-
P47), pegfilgrastim (Neulasta®, Mphila®, 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®, Riabni™ and
DRL_RI), adalimumab (Humira®, Amjevita™, Cyltezo®, Hyrimoz®, Hadlima™, Abrilada™, Hulio®, Yusimry™,

Idacio®, Yuflyma®, and Simlandi®),

etanercept (Enbrel®, Erelzi®, and Eticovo®), and insulin glargine

(Lantus®l Lantus® SoloSTAR®, Basaglar®, Semglee®, and Rezvoglar™) have been updated with activity
through October 31, 2024.

BiologicsHQ's "Spotlight On Biosimilar Litigations" dashboard provides, at a glance, an overview of the
status of U.S. biosimilar patent litigations through October 31, 2024.

RCET
More

News

UPDATES

IPRs and PGRs

Keytruda® (pembrolizumab):

e On October 3, 2024, the PTAB instituted Merck's IPR2024-00648 against The John's Hopkin's University's U.S.
Patent No. 11,643,462.

Litigations

Prolia® / Xgeva® (denosumab):

e On October 4, 2024, Amgen filed Case No. 1:24-cv-09555 (N.D. lll.) against Fresenius Kabi related to its
proposed biosimilar FKS518 (denosumab).

Eylea® (aflibercept):

e On October 22, 2024, the CAFC issued an order denying Regeneron's motion for a preliminary injunction
pending appeal and lifting its temporary injunction in CAFC Case No. 24-2351. The appeal is related to the
District Court's denial of Regeneron's motion for a preliminary injunction against Amgen's Pavblu™
(aflibercept-ayyh) in Case No. 1:24-cv-00039 (N.D.W. Va.) / MDL 1:24-md-03103 (N.D.W. Va.).

aBLA Applications and FDA Activity

TVB-009P (denosumab):



https://www.connect.venable.com/e/onewesdot2gphfa
https://www.connect.venable.com/e/onewesdot2gphfa
https://www.connect.venable.com/e/onewesdot2gphfa
https://www.connect.venable.com/e/onewesdot2gphfa
https://www.connect.venable.com/e/onewesdot2gphfa
https://www.connect.venable.com/e/onewesdot2gphfa
https://www.connect.venable.com/e/jbewworjmjjfppa
https://www.connect.venable.com/e/jbewworjmjjfppa
https://www.connect.venable.com/e/jbewworjmjjfppa
https://www.connect.venable.com/e/jbewworjmjjfppa
https://www.connect.venable.com/e/jbewworjmjjfppa
https://www.connect.venable.com/e/jbewworjmjjfppa
https://www.connect.venable.com/e/jbewworjmjjfppa
https://www.connect.venable.com/e/jbewworjmjjfppa
https://www.connect.venable.com/e/jbewworjmjjfppa
https://www.connect.venable.com/e/ieonpp3q2vzslg
https://www.connect.venable.com/e/7eomnqbhsejxq
https://www.connect.venable.com/e/legyfwo233cslg
https://www.connect.venable.com/e/6y0c2xzscdrmbzq
https://www.connect.venable.com/e/6y0c2xzscdrmbzq
https://www.connect.venable.com/e/zzuc946gc7pidq
https://www.connect.venable.com/e/nbuengnqaiwskfg
https://www.connect.venable.com/e/kl0apbhhlqforqw
https://www.connect.venable.com/e/pkuqywgst1ijaea
https://www.connect.venable.com/e/ze2lykkcyktngw
https://www.connect.venable.com/e/bk062unlwrxeasw
https://www.connect.venable.com/e/i0kriv9rnv48ga
https://biologicshq.com/product/lapelga/
https://www.connect.venable.com/e/mi0ihptu6jbna
https://www.connect.venable.com/e/fq06oqw2wvfafg
https://www.connect.venable.com/e/le6bylweo496pg
https://www.connect.venable.com/e/eukyqndonvhba
https://www.connect.venable.com/e/hduegooukhiptoq
https://www.connect.venable.com/e/hd0oiomxoslgyhw
https://www.connect.venable.com/e/zskgixogttddr4q
https://www.connect.venable.com/e/urek2z2b4ljyt8a
https://www.connect.venable.com/e/6kekwacugjhpjya
https://www.connect.venable.com/e/x8kcjzpm3wywleg
https://www.connect.venable.com/e/ck0goy3qjlrreg
https://www.connect.venable.com/e/k1ugq7uuobevkuw
https://www.connect.venable.com/e/bt0cedfcmn4nvsq
https://www.connect.venable.com/e/yq0ozy4elqnoma
https://www.connect.venable.com/e/7ieydevuayyyscg
https://www.connect.venable.com/e/1ikwzgf5zszaldq
https://www.connect.venable.com/e/rumwzwgyur4rcw
https://www.connect.venable.com/e/c4k2keouffabjvg
https://www.connect.venable.com/e/gbuhjdhpxifwfa
https://www.connect.venable.com/e/60s86gw2kiaang
https://www.connect.venable.com/e/60s86gw2kiaang
https://www.connect.venable.com/e/fku6orsp23rbpjq
https://www.connect.venable.com/e/hkg34x5x2na
https://www.connect.venable.com/e/r9ugboypyfdkegq
https://www.connect.venable.com/e/hvkwnixsfcm4hla
https://www.connect.venable.com/e/xgegqgk99vb7ua
https://www.connect.venable.com/e/xgegqgk99vb7ua
https://www.connect.venable.com/e/kjumfdkzyxswtwq
https://www.connect.venable.com/e/rk0o5bdx1qtoklg
https://www.connect.venable.com/e/uscpzjk2xrjdw
https://www.connect.venable.com/e/100bc4alge9cw
https://www.connect.venable.com/e/6ewotxxxwpoerg
https://www.connect.venable.com/e/b0gbzkf38hdlsw
https://www.connect.venable.com/e/5wekhgyvek0hw
https://www.connect.venable.com/e/hi0actgkzwbm0ga
https://www.connect.venable.com/e/kl02tjvhzetnqog
https://www.connect.venable.com/e/oiuow5pggajydda
https://www.connect.venable.com/e/eseosqbbsfjzaa
https://www.connect.venable.com/e/eseosqbbsfjzaa
https://www.connect.venable.com/e/ggeeabavgn784gw
https://www.connect.venable.com/e/zyestfiooyaoz3a
https://www.connect.venable.com/e/xy0r2oum7ga4na
https://www.connect.venable.com/e/7v06qy8bvluwkig
https://www.connect.venable.com/e/wt0ssh6k71xolya
https://www.connect.venable.com/e/bui9acjrbfmmpq
https://www.connect.venable.com/e/xy0r2oum7ga4na
https://www.connect.venable.com/e/xy0r2oum7ga4na
https://www.connect.venable.com/e/sz0okqjvv2xl8tq
https://www.connect.venable.com/e/sz0okqjvv2xl8tq
https://www.connect.venable.com/e/7v06qy8bvluwkig
https://www.connect.venable.com/e/th0wwfldsiasffw
https://www.connect.venable.com/e/th0wwfldsiasffw
https://www.connect.venable.com/e/l2ecmnygk1nprww

e On October 8, 2024, Teva announced the FDA acceptance of its aBLA for TVB-009P (denosumab) with a

Imuldosa™ (DMB-3115)_(ustekinumab-srif):

e On October 10, 2024, the FDA approved Accord BioPharma's Imuldosa™ (ustekinumab-srif) as a

biosimilar of Janssen / Johnson & Johnson's Stelara® (ustekinumab).

HLX14 (denosumab):

o On October 30, 2024, Organon and Shanghai Henlius Biotech announced the FDA acceptance of their aBLA
for HLX14 (denosumab), a proposed biosimilar of Amgen's Prolia® / Xgeva® (denosumab).

CDER Purple Book Updates

« On October 11, 2024, the FDA approved Pfizer's Hympavzi™ (marstacimab-hncq).

Vyloy™ (zolbetuximab-clzb):

¢ On October 18, 2024, the FDA approved Astellas's Vyloy™ (zolbetuximab-clzb).
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