BIOLOGICS

VENABLE...

July 31, 2024

Nov. 2019 Jun. 2020 Jun. 2021 May 2022 || Sep. 2022 || Feb. 2023
Aug. 2019 May 2020 i
Jun. 2018 Nov. 2018 Jan. 2019 N;l‘?eP'iﬂ@ Biosimilar Sti::,ufendﬁ 5;3::1:::; Jan. 2021 || Pegfilgrastim li::::t‘:ia‘; Sltgilr:zl\t:llladr@ S?i:xsu‘:;':\adr@
Jan. 2002 Dec. 2014 Nov. 2015 Oct. 2016 Feb. 2017 mioemiar || Jul.2018|| Bioimiar | | Biosimitar || 2BLA || ZEEn=0% | og 4 Fpa || Bosimiar | aBLA FDA FDA Launch
Neulasta® Lapelga™ Ziextanzo® Udenyca® Fulphila® S Biosimilar Udenvca® Udenyca® || Accepted || FE\?Q and || Accepted Approval || Nyvepria® || Accepted Approval || Approval
FDA Approval ||aBLA Accepted ||aBLA Accepted || aBLA Accepted || aBLA Accepted P S Y’ Latich by FDA || "PP by FDA (aBLA Launch by FDA (@BLA (aBLA May 2023
a0 155?031 by FDA by FDA FDA Approval || Fulphila®{| FDA Approval aune (Hospira / il (Fresenius 761111) (Lupin) 761084) 761173) Biosimilar
( ) by FDA by FDA ( C{)herus) ™ Ign/Biocon) (aBLA 761075) || Launch || (aBLA 761039) Pfizer) {aBLA f610a.) Kabi) (Hospira / (Kashiv/ (Fresenius Fylnetra™
(Amgen) (Apotex) (Sandoz) Y (Mylan/Biocon) (Coherus) e Pfizer) Amneal) Kabi) Launch
I L
L — — | | ——11_ [ ] -
Aug. 2015 May 2016 Oct. 2016 Sep. 2017 May 2018 Feb. 2019 Apr. 2019 Dec. 2019 Dec. 2020
Amgen v. Apotex Amgen v. Sandoz Amgen.v Apotex Amgen v. Mylan Amgenyv Coherus Sandoz v. Amgen Fresenius Kabi v. Fresenius Kabi v. Lupin v. Amgen
(0:15-cv-61631 (S.D. (3:16-cv-02581 0'15—cv—61-631 (SD (2:17-cv-01235 X '17-cv—b0546 I (3:19-cv-00977 Amgen Amgen IPR2021-
Fla.)) Complaint Filed (N.D. Cal)) Fla) 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
Arg%%n v g?gf;gz Apotex V. Amger?_ Amgen v. Coherus i Amgen v. Sandoz Amgen v. Apotex Mar. 2019 Fre‘sj‘::;‘ibio}gagbi v Feb. 2020 Feb. 2021
D( RS ‘ﬁleol‘:s;,"D‘ 5‘;?" 'Z‘T“_""“ (1:17-cv-00546 (D. |  (3:16-cv-02581 | (0:18-cv-61828 (S.D. Kashiv v. Amgen amgen | GRCOAERIE) | Pizer v Amgen
( . d-)) |°Tp 'ET'“ U'e t[ e E dag‘s Del.)) Complaint [ (N.D. Cal.)) Appeal [ Fla.)) Complaint Filed IPR2019-00791, S (1:20-cv-00201 IPR2021-00528
'eDis[r‘“’?S‘;’;;”V R'g’aefs"eg ENO ‘ca:r;aiml; Filed [Dismissed] || Filed [Affirmed] [ [Stipulated Dismissal] 00797 Pefitions S (D. Del)) Petition Filed
- Filed [Settled Complaint Filed [Settled After
Vi i Unpatentable] After Institution] [Slig'netghg\:]er [Settled] Institution]
EI Lm e
Terminated Toam“l!onﬂried
Before
Formulation Ins:l;:.:/tion I“S:i:‘;’:if’" Ten:’i‘n?ted
(Stoaton) ; lnstil:tinn
=i Institution Institution 24%
g Denied Denied No Claim
Method of E] 23 £i% Terminated Unpate:\tahle
Treatmen o B uion e Ci
(Litigation) E 80%
<1% Manufacturing 3
(IPR + 2
Composition cigston) E Instituted
L)
of Matter 94% 3 3% Uzga%:ig:le
(Litigation) ! — 56%
5% ‘ All Claims
‘ { | ‘ Unpatentable
| 20%
Settled Prior to Not Instituted Settled After Final Written
Institution Decision Institution {Un[:;:uiioté':}b) Fm‘ﬁzﬂ!’“ o P::;I'l‘hgtﬁa‘;“g(i‘:::m PmmTN-G) 5= Bl?ll\logt'fnel’:glfll;ns
“In litigations, it has been alleged (R?Ame‘li) on 4 Pegfilgrastim) (N=114)
jeast these claims wil ppea “Joinder counted as . i
VENABLE... Seam e pawiil | NHNABLE VENABLE .. s | NENABLES onsrcom s

FWD = Final Written Decision

BIOLOGICSHQ.COM

VENABLE...




BIOLOGICS

t

Spotlight On:

pegfilgrast

VENABLE...

July 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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