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 LATEST NEWS  
 

 

PTAB Sees Fewer Drug Patent Fights as Generics’ Strategy
Shifts

Ha Kung Wong spoke with Bloomberg Law for an article discussing the
possible reasons for the recent decline in inter partes review (IPR)
challenges to patents listed in the FDA’s Orange Book.

 

 

   

 

 

Purple Book to Include Patent and Additional Information on
Biologic Drugs

As part of the “Consolidated Appropriations Act, 2021,” a COVID-19 relief
and spending bill, 42 U.S.C. § 262(k) was amended to include new
provisions for the FDA’s Database of Licensed Biological Products
(“Purple Book”).  According to the new legislation, within 180 days of
enactment, the FDA is required to update the Purple Book in a searchable,
electronic format with new information, including:

A list of each biological product, by nonproprietary name, for which a biologics license is in effect or has
been deemed to be a license

The date of licensure and application number

Licensure status and marketing status (as available)

Exclusivity periods

Patent information

 

 

   

 

 Spotlight On: Neulasta® (pegfilgrastim) / Fulphila® (pegfilgrastim-jmdb) / Udenyca®

(pegfilgrastim-cbqv) / Ziextenzo® (pegfilgrastim-bmez) / Nyvepria™ (pegfilgrastim-apgf)
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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) 

Spotlight On: Humira® (adalimumab) / Amjevita™ (adalimumab-atto) / Cyltezo®

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

Spotlight On: Enbrel® (etanercept) / Erelzi® (etanercept-szzs) / Eticovo® (etanercept-
ykro)

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

(insulin glargine) / Semglee™ (insulin glargine)

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®,
Udenyca®, Fulphila®, Nyvepria™, and MSB11455), trastuzumab (Herceptin®, Ogivri™, Herzuma®,
Ontruzant®, Trazimera™, and Kanjinti®), rituximab (Rituxan®, Truxima®, and  Ruxience®), adalimumab
(Humira®, Amjevita™, Cyltezo®,  Hyrimoz™, Hadlima™, Abrilada™, and Hulio®), etanercept (Enbrel®,
Erelzi®, and Eticovo®), and insulin glargine (Lantus® / Lantus® SoloSTAR®, Basaglar®, and Semglee™) have
been updated with activity through February 28, 2021.

BiologicsHQ's "Spotlight On Biosimilar Litigations" dashboard provides, at a glance, an overview of the
status of U.S. biosimilar patent litigations through February 28, 2021.
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 UPDATES  
 

 

IPRs and PGRs 

Neupogen® (filgrastim) / Neulasta® (pegfilgrastim):

On February 10, 2021, Pfizer filed IPR2021-00528 against Amgen.

 

 

   

 

 Litigations

Praluent® (alirocumab) / Repatha® (evolocumab):
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Biosimilar- 
Related IPR  

Petitions

 Biosimilar-Related 
IPR Petitions  
by Fiscal Year

 Biosimilar-Related 
IPR Petitions  

by Quarter

On February 11, 2021, in Amgen v. Sanofi, Fed. Cir. Case No. 20-1074, the Federal Circuit affirmed the District
Court's grant of judgment as a matter of law (JMOL) of lack of enablement in Case Nos. 1:14-cv-01317 (D. Del.),
1:14-cv-01349 (D. Del.), 1:14-cv-01393 (D. Del.), and 1:14-cv-01414 (D. Del.).

Repatha® (evolocumab):

On February 26, 2021, Crandall Technologies filed Case No. 2:21-cv-01816 (C.D. Cal.) against Amgen allegedly
relating to Repatha®'s (evolocumab) delivery device. 

 

   

 

 

aBLA Applications and FDA Activity

CHS-1420 (adalimumab):

On February 17, 2021, Coherus BioSciences announced the FDA accepted for review an aBLA for CHS-1420
(adalimumab), a proposed biosimilar of AbbVie's Humira® (adalimumab).

 

 

   

 

 

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

Remsima® SC (subcutaneous infliximab):

On February 1, 2021, Celltrion announced it received approval in Canada for its subcutaneous version of
infliximab.  The intravenous formulation of Remsima® (called Inflectra® in the U.S.) is a biosimilar of Janssen's
Remicade® (infliximab).

Kixelle (insulin aspart):

On February 12, 2021, Biocon and Viatris announced the approval of Kixelle (insulin aspart), a biosimilar of
Novo Nordisk's NovoRapid (insulin aspart) (called Novolog® in the U.S.), in the E.U.

Yuflyma® (adalimumab):

On February 15, 2021, Celltrion announced the approval of Yuflyma® (adalimumab), a high-concentration
biosimilar of AbbVie's Humira® (adalimumab), in the E.U. 

Hulio® (adalimumab-fkjp):

On February 18, 2021, Viatris announced the approval of Hulio® (adalimumab-fkjp), a biosimilar of AbbVie's
Humira® (adalimumab), in Canada. 
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