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LATEST NEWS

Spotlight On: Actemra® (tocilizumab)

Spotlight On: Neulasta® (pedfilgrastim)_/ Fulphila®
(pedfilgrastim-jmdb)_/ Udenyca® (pedfilgrastim-cbqv)
| Ziextenzo® ( p@gﬂqrastim-bmez)ﬂvvepria®(p_egﬂgrastim-

apgf)_/ Fylnetra™ (pedfilgrastim-apgf)_/ Stimufend®
(pedfilgrastim-fpgk)

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

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

Kanjinti® (trastuzumab-anns)

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)

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)
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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 tocilizumab (Actemra®, MSB11456, and BlIB800),

pegdfilgrastim (Neulasta®, Mphila@), Udenyca®, Ziextenzo®, Nyvepria®, Fylnetra™, Stimufend®, Lapelga™,

and Pedfilgrastim (Lupin)), trastuzumab (Herceptin® Ogivri®, Herzuma®, Ontruzant®, Trazimera®, Kanjinti®,
TX-05, EG12014, and HLX02), rituximab (Rituxan®, Truxima®, Ruxience®, and Riabni™), adalimumab
(Humira®, Amjevita™, Cyltezo®, Hyrimoz™, Hadlima™, Abrilada™, Hulio®, Yusimry™, Idacio®, AVT02, and

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

Basaqlar®, Semglee® and Rezvoglar™) have been updated with activity through April 30, 2023.

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, 2023.

UPDATES

IPRs and PGRs

deivo® (nivolumab):

e On April 10, 2023, Dana-Farber Cancer Institute's IPR2023-00249 and IPR2023-00252 against Bristol-Myers
Squibb were terminated due to settlement prior to institution decisions.

e On April 18, 2023, Dana-Farber Cancer Institute's IPR2023-00501 against ER Squibb & Sons was terminated
due to settlement prior to an institution decision.

Eylea® (aflibercept):
e On April 27, 2023, Samsung Bioepis filed IPR2023-00884 against Regeneron.

Litigations

Evenityg(romosozumab-aqgg),:

e On April 21, 2023, OssiFi-Mab filed Case No. 1:23-cv-10861 (D. Mass.) against Amgen.

deivo® (nivolumab) / Imfinzi® (durvalumab):

« On April 25, 2023, Bristol-Myers Squibb filed Case No. 1:23-cv-00459 (D. Del.) against AstraZeneca.

aBLA Applications and FDA Activity

Rezvoglar™ (insulin glargine-aglr):

e On April 1, 2023, Eli Lilly launched Rezvoglar™ (insulin glargine-aglr), a biosimilar and interchangeable of

Sanofi's Lantus® (insulin glargine recombinant) at a 78% discount.

AVTO02 (adalimumab):
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o On April 13, 2023, Alvotech and Teva announced receipt of a Complete Response Letter from the FDA related to
AVT02 (adalimumab), a proposed biosimilar of AbbVie's Humira® (adalimumab).

Vegzelma® (bevacizumab-adcd):

e On April 17, 2023, Celltrion announced the launch of Egzelma® (bevacizumab-adcd), a biosimilar of
Genentech's Avastin® (bevacizumab).

Xlucane™ (ranibizumab):

o On April 24, 2023, Xbrane announced the resubmission of an aBLA for Xlucane™ (ranibizumab), a proposed

biosimilar of Genentech's Lucentis® (ranibizumab).

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

ﬂyrimoz® (adalimumab-adaz):

o On April 3, 2023, Sandoz announced the approval of citrate-free, high-concentration Hyrimoz® (adalimumab-
adaz), a biosimilar of AbbVie's Humira® (adalimumab), in the E.U.
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