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LATEST NEWS

VIDEO: The FDA's Biosimilar Action Plan

By: Ha Kung Wong

Ha Kung Wong discusses key features of the FDA’s Biosimilar Action Plan and potential
implications for litigations and inter partes review (IPR) proceedings for biologic drugs as
part of a video series for the Center for Biosimilars.

Stay tuned to BiologicsHQ for new videos coming out each week!

Spotlight On: Enbrel® (etanercept) /

Erelzi® (etanercept-szzs)

BiologicsHQ's "Spotlight On" dashboards provide, at a glance, an overview of the status of

U.S. patent proceedings. A new dashboard concerning Enbrel® (etanercept) and Erelzi®

(etanercept-szzs) is now available.
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Spotlight On: Rituxan® (rituximab)

Spotlight On: Humira® (adalimumab) /

Amjevita™ (adalimumab-atto) / Cyltezo®

(adalimumab-adbm)

BiologicsHQ's "Spotlight On" dashboards concerning rituximab (Rituxan®) and adalimumab

(Humira®, Amjevita™, and Cyltezo®) have been updated with activity through August 31,
2018.

Read More News

UPDATES

IPRs

• Avastin® (bevacizumab): On August 2, 2018, institution was denied in
IPR2018-00373 filed by Pfizer.

LITIGATIONS

• Neupogen® (filgrastim) / Neulasta® (pegfilgrastim): On August 7, 2018, Amgen
filed Case No. 0:18-cv-61828 (S.D. Fla.) against Apotex related to Apotex's
proposed biosimilars Grastfil™ (filgrastim) and Lapelga™ (pegfilgrastim).

• Humira® (adalimumab): On August 10, 2018, AbbVie filed Case No.
3:18-cv-12668 (D.N.J.) against Sandoz related to Sandoz's proposed biosimilar
GP2017 (adalimumab).

CDER PURPLE BOOK UPDATES

• Poteligeo® (mogamulizumab-kpkc): On August 8, 2018, the FDA approved

Kyowa Kirin's Poteligeo®.

• Takhzyro™ (lanadelumab-flyo): On August 23, 2018, the FDA approved Dyax
Corp.'s Takhzyro™.

NON-U.S. BIOSIMILARS / FOLLOW-ON BIOLOGICS

• Herzuma® (trastuzumab):
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◦ On August 6, 2018, Celltrion announced that Herzuma®, its biosimilar of

Herceptin®, was approved in Australia.
◦ On August 20, 2018, Celltrion and Nippon Kayaku announced that CT-P6

their biosimilar of Herceptin®, was launched in Japan.
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