BIOLOGICS

VENABLE...

May 31, 2024

Nov. 2019 Jun. 2020 May 2022 || Sep. 2022 || Feb. 2023
Aug. 2019 || 5o || May 2020 | Biosimilar || P:;;lll.g Z:::;m Biosimilar || Biosimilar || Biosimilar
Nyvepria - Stimufend® || Nyvepria® : Fylnetra™ || Stimufend® || Stimufend®
Jun. 2018 Nov. 2018 Jan. 2019 Ziextenzo® lyvep! L yl
Jan. 2002 Hee ale AL Oct. 2016 Feb. 2017 Biosimilar || Jul-2018 || Biosimilar | | Biosimilar | 3BLA EA aBLA FDA S“’S‘m"_a; A =B ’ FDA FDA Launch
Neulasta® Lapelga™ Ziextenzo® Udenyca Fulphila Fulohila® || Biosimilar|| Udenyca® | | Udenyca® || Accepted ||\ o = and || Accepted || Approval || NYYERDA HeEis Approval || Approval
FDAA | || aBLA Accepted || aBLA Accepted || aBLA Accepted ||aBLA Accepted P : Y’ by FDA || "PP by FDA (aBLA Launch by FDA (@BLA (aBLA May 2023
pproval ||a ccepted | |a ccepte FDAA 1 l|Fulphila®|| FDA A I Launch C aonth / : ay 20
(BL 125031) by EDA by FDA by FDA by FDA pprova pprova (Hospira / (Fresenius 761111) (Lupin) 761084) 761173) Biosimilar
A Y Y (Coherus) (Mylan/Biocon) || (2BLA761075) || Launch || (aBLA 761039) Pizer) || (@BLAT61045) | T op) (Hospira/ (Kashiv/ || (Fresenius Fylnetra™
(Amgen) (Apotex) (Sandoz) Y (Mylan/Biocon) (Coherus) e Pfizer) Amneal) Kabi) Launch
I = I ' ' ' I [ |
| K | : . =
Aug. 2015 May 2016 Oct. 2016 Sep. 2017 May 2018 Feb. 2019 Apr. 2019 Dec. 2019 Dec. 2020
»_L\mgen v. Apotex Amgen v. Sandoz Amgen v. Apotex Arr_rgen v. Mylan Amgen v. Coherus Sar.)doz v. Amgen Fresenius Kabi v. Fresenius Kabi v. Lupin v. Amgen
(0:15-cv-61631 (S.D (3:16-cv-02581 (2:17-cv-01235 (3:19-cv-00977 Amgen Amgen IPR2021-
X = s : 0:15-cv-61631 (S.D. 7 (1:17-cv-00546 (D. ;
Fla.)) Complaint Filed (N.D. Cal)) Fia,) Appeal Filed (W.D. Pa.)) Del)) Appeal Filed (N.D. Cal)) IPR2019-00971 IPR2020-00314 00326
[Patent Valid Not Complaint Filed -[Af%Fr)me d Complaint Filed ‘[ Aff‘ljrme dl Complaint Filed Petition Filed Petition Filed Petition Filed
Infringed] [Not Infringed] [Not Infringed] [Voluntarily [Institution [Settled Before [Institution
Dismissed] Denied] Institution Decision] Denied]
Mar. 2016 Aug. 2016
May 2017 Feb. 2018 Aug. 2018
Amgen v. Sandoz Apotex v. Amgen Mar. 2019 Jun.2019 Feb. 2020 Feb. 2021
@16-cv-01276 [RIIIUIETHGTILEMTg) /imgen v. Coherus § Amgen v. Sandoz §  Amgen v. Apofex i Fresenius Kabi . e . e
. ) " 1:17-cv-00546 (D. 3:16-cv-02581 0:18-cv-61828 (S.D. Kashiv v. Amgen Amgen v. Hospira Pfizer v. Amgen
(XN BR){eel JETE | Filed [FWD — All Claims Amgen
ohoit tF’ : e O Del.)) Complaint [ (N.D. Cal.)) Appeal [} Fla.)) Complaint Filed IPR2019-00791, b (1:20-cv-00201 IPR2021-00528
'eD_ e “":”V LAEC A Filed [Dismissed] M| Filed [Affirmed] [ [Stipulated Dismissal] 00797 Petitions e (D. Del)) Petition Filed
ismissed] Reversed — No Claims Filed [Settled [Settied After Complaint Filed [Settled After
Unpatentable] After Institution] =2 [Settled] Institution]
VENABLE - Institution]
Terminated Terminated
Before Before -
Formulation Institution Institution Tem;;?.“d
R 13% 12% Lled
(Litigation) Institution
~te (] Institution Institution Zﬂ%.
£ Denied Denied Ur:‘lonlil:tl;?ﬂe
Method of B 25% 26% Terminated e
® After
Treatmen o Institution
(Litigation) o 80%
<1% Manufacturing E
(IPR + 2
" Litigation) 3
Composition 949, B All Claims
of Matter 3 Unpatentable
(Litigation) ! — 58%.
5% ‘ All Claims
‘ { ‘ ‘ Unpaztgs'tab!e
Settled Prior to Not Instituted Settled After Final Written
Institution Decision Institution Decision ARG LR Snerded i Pegfilgrastim IPRs Biologic Drug IPRs
e Pl o PR
“In litigations, it has been alleged
‘ Appeal . £
VENABLE... o seail  INENARIED e VENABLE ... imrcomesss  \/ENABLE... er o

FWD = Final Written Decision

BIOLOGICSHQ.COM

Vi

NABLLE...



BIOLOGICS

t

Spotlight On:

pegfilgrast

VENABLE...

May 31, 2024

Technology: Pedfilgrastim is a PEGylated form of the recombinant human granulocyte colony-stimulating factor (GCSF) analog filgrastim.
It stimulates bone marrow to produce neutrophils (a type of white blood cell) to fight infection.
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