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' Spotlight On: Neulasta@(r&gmgrastim) | Fulphila®
(pedfilgrastim-jmdb) / Udenyg@_(mgmgrastim-cbq\_l) -/

apdf)

Spotlight On: Herceptin@_(trastuzumab) / Ogm@
- (trastuzumab-dkst) / Herzuma@_(trastuzumab-pkrb) ./

Ontruzant@_(trastuzumab-dttb) / Trazimera@_(trastuzumab-qyyp) / Kanjm@
(trastuzumab-anns)

Spotlight On: Biosimilar Litigations

Spotlight On: Rituxan@_(rituximab) / Truxima@_(rituximab-abbs) / Ruxience@_(rituximab-
pvvr)

Spotlight On: Humira@_(adalimumab) [ Amjevita™ (adalimumab-atto)I_CyItezo@
(adalimumab-adbm) / Hyrimoz™ (adalimumab-adaz) / Hadlima™ (adalimumab-bwwd) /

Abrilada™ (adalimumab-afzb) / HuIio@_(adalimumab-fkjp) [ Yusimry™ (adalimumab-
aqvh)

Spotlight On: Enbrel@_(etanercep_t) / EreIzi@_(etanercept-szzs) / Eticovo@_(etanercepk
ykro)

Spotlight On: Lantus® / Lantus® SoloSTAR® (insulin glargine recombinant) / Basaglar®

(insulin glargine) / Semgle_e@_(insulin glargine-yfgn) / Rezvoglar™ (insulin glargine-aglr)

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®,
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Udenyg@, Mphila@, vaepria@, MSB11455, and Pegdfilgrastim (Lupin)), trastuzumab (Hercem@, ng@,

Herzuma@, Ontruzant@, Trazimera@, Kaniinti@, and EG12014), rituximab (Rituxan@, Truxima@,

and Ruxience®

), adalimumab (Humira@, Amijevita™, Cvltezo@, Hyrimoz™, Hadlima™, Abrilada™, Hulio@, and

Yusimry™), etanercept (Enbrel@, Erelzi®, and Eticovo@), and insulin glargine (Lantus@—)l Lantus® SoloSTAR®,
Basagla_r@, Semgle_e@, and Rezvoglar™) have been updated with activity through April 30, 2022.

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, 2022.
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IPRs and PGRs

Enhertu@_(fam-trastuzumab deruxtecan-nxki):

e On April 7, 2022, the Board granted Daiichi's requests for rehearing of the decisions denying institution in
PGR2021-00030 and PGR2021-00042 after the claim challenges were dropped in the co-pending litigation.

o On April 21, 2022, Seagen filed a request for rehearing of the decision granting institution in PGR2021-00030.

Ajovy® (fremanezumab-vfrm) lE_mgiity@_(galcanezumab-qnlm):

« On April 11, 2022, Eli Lilly filed IPR2022-00796 against Teva.

Neupoqen®_(fi|qrastim) / Neulasta@_(magﬂgrastim)_:

e On April 14, 2022, in Amgen v. Vidal, Fed. Cir. Case No. 19-2171, the Federal Circuit reversed the PTAB's
decision in IPR2016-01542, and determined no challenged claims were unpatentable.

e On April 20, 2022, Pfizer v. Amgen IPR2021-00528 terminated due to settlement.

Litigations

Enhertu® (fam-trastuzumab deruxtecan-nxki):

e On April 8, 2022, the jury found the challenged claims were valid and infringed in Seagen v. Daiichi, Case No.
2:20-cv-00337 (E.D. Tex.). On April 14, 2022, the court denied Daiichi's motion for judgment as a matter of law.

aBLA Applications and FDA Activity

Alymsys® (bevacizumab-maly):

e On April 13, 2022, the FDA approved Amneal and mAbxience's Alymsys® (bevacizumab-maly), a biosimilar

of Genentech's Avastin® (bevacizumab).

STATISTICS
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