VENABLE...

BIOLOGICS
February 28, 2025
Jan. 2019 Jul. 2019 | [ Feb.2020 || Apr. 2020 Feb. 2023 || Apr. 2024
S Mar. 2019 || Jun. 2019 G E ey R I
Sosimier || owraganee || Sesimier || siosimiar || (ST ) Bosmier || Bosmer | eiaotd | an || mavommen
il e
Sep. 1998 Jan.. 20_1 7 Jul. 2017 AUQ_' 2017 — De.c. ?@?17 Herzuma® FDA TrazFIBn:ra Ka;lggtl Launch Launch Launch aBLA Accepted FDA
Herceptin‘R’ Oglvn@ Kanjinti® (Amgen/Allergan) Trazimera® Biosimilar Ogivri® FDA Approval FDA Approval D 2019 I Submitted by FDA Approval
FDA Approval aBLAAccepted || Horzuma® (Tevalceltrion) | | A0-AACCepted (aBLA TOTOT) (ylan/Blocon) Lpproyel LT Rl el Oct. 2021 10FDA || (Accord/ ||(aBLA761346)
LBk 5 DA aBLAs Accepted by FDA by Ontruzant®aBLA Accepted by FDA | f @2 el || e || 7et081) (7 Amgen: ogivrie | || ™05 aBLA Swbmitted || ST |1 SRS || SR
(Genentech) (Mylan/Biocon) (Pfizer) (Samsung Bioepis) Bloepis) (Pfizer) Allergan) Bairen to FDA (Tanvex) Biotech) Henlius)
— | ' | — 1 I [ 1
1 | =N | .
| | C ’
1 1
Jan. 2017 Mar. 2017 Sep.2017 ||| Nov.2017 Dec. 2017 Mar. 2018 Oct. 2018 Nov. 2018 Jun. 2022
Aug. 2016 Jul. 2018 Dec. 2018
,;32016_ IPR2017-00731, IPR2017- #}%22001177- IPR2017-02063, | || IPR2018- IPR2018-00330, IPR2016- Ganenicch IPR2017-00731, IPR2017- ":;2017_ Genentech v. Tanvex
01693 ||| 00737, 00804, 00805 01121, 01726, 01727 ||| 92139, 02140 00192 00331 Petitions 01837 FWD v Celltrion 00737/01960, 01373, 01374, 00751 (3:22-cv-00809 (S.D.
o01ee4 ||| Pettions Filed [FWD] 01122, Petitions Fieg ||| Petiions Fied |f| petiion Fileq | | Filed finstitution (eI BN | [01121/02063, 01122 FWDs | | 01488/02139, | | 070701050 | SRS LIS EY
i e 01139, eli ";!:St_ e [Joined [Institution and Joinder Unpatentable] 2SR 0 | | [All Claims Unpatentable] | | 01489/02140 || (2252 o [Settled]
red | “pettor . ||| 2140 M| “oeneq  [[|Precironizn | oeneq JL__penid oo |G| o somomosss, || 70siSome ey o
e . » aims =
tsetted] | qnsttution Denied] [ . eTHOnS b ) Ol Rl [Prootc-otsar || IGubGalll || 00805101959, 01139, | | ynpatentabiey | | APPE2lS Filed Nov. 2024
Filed [FWD] Aug. 2017 Oct. 2017 | (st WEEIEL AR | Fed. Cir. Appeal : Iﬂ? ; 01140 FWDs [No Claims || ——— || [Affirmed] Biosimilar
Sep. 2016 IPR2017-02019, 02020 ' : Celiirion Filed [Affirmed] || LS Unpatentable] IPR2017- 5 Hercessi™
P May 2017 IPR2018 Pfizer 3 IPR2017
IPR2016-01g37| | _ Feb. 2017 IPR2017. || Petiions Filed [Settied] | | 00015 |ICETATIN (ARkaucs 00804/01958, [ /= i Launch
Petition Filed IPR2017-00959 - . Patition 9 (D.N.J.), 4:18- Jun. 2018 Sep. 2018 00805/01_959 Feci. Cir
[FWD] Pefition Filed %ﬁg-’é %11 32‘;‘ |P(;R129%10 7};01?_58, o;'lgzg, S (DNJy) [cv-00274 (ND. Genentech v. Amgen Genentech v. Samsung Fed.CIr. W »oeals Filed
i , bk 18-cv- foepi Appeals Filed P
E—— Peitions Fied |[1Joined IPR2017.00804 || Instiution | [RSSEIE cah {laccnitod (o Boepl e eed ||| [Dismissed]
Cancelled] [Joined IPR2017-00804, Denied] | [PE T Complaints Del.)) Complaint Filed (1:18-cv-01363 (D. Del.)) [Dismissed]
VENABLE... [FWD] 00805, 00737] enied] Filed [Settled] [Settled] Complaint Filed [Settled]
Terminated Termii d i
T ooy ey o
Other Method of Institution Institution Institution Institution
(Litigation) Trﬁggnent 10% 1% 10% 12%
+ < =
2% Litigation) o ’"S'.’ﬂil’é’ i Institution '"S‘,’EE il Institution
\ 30% 5 23% Denied 23% Denied
Composition 3 i g
o
uf(ll;,n;tier For&g\#{laﬂon £
e s =
L"j‘g;g:“) Litigation) E
L~ dé = Instituted
B =3 . L ' "!‘Eg% Insg:_.:ied
| 1 | ‘ !
Man(tﬁ‘cturing ‘ J | { | “ |
Litigation) E E ‘ ’ | | [ ‘ l | [
52% : : — S ‘
Terminated NotInstituted Terminated Final Written Final Written Final Written
Prior to A T Decision (Not Decision Decision Trastuzumab IPRs Biologic Drug IPRs Trastuzumab IPRs Biologic Drug IPRs.
[nsﬂ}ulﬂorj Institution® Unpatentable)” (Some  (Unpatentable) (N=31) (NotIncluding (N=31) (Not Including
Decision’ Unpaten i Trastuzumab) (N=177) Trastuzumab) (N=169)
“In litigations, it has bgen alleged .
VENABLE... i pndl- | | VENABLE, s conmismpms oo VENABLE .. sworcomesss — \ENABLE,.. s o

FWD = Final Written Decision

BIOLOGICSHQ.COM

VENABLE...



BIOLOGICS

t

Spotlight On:

VENABLE...

February 28, 2025

Technology: Trastuzumab is a humanized monoclonal antibody that targets the HER2/neu receptor, which is overexpressed in some types of cancer. The HER2 pathway
is involved in cell growth and division.
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