Spotlight On:

VENABLE...

-
= |
April 30, 2024
Jul. 2020 || Oct. 2021 Dec. 2022
Nov. 2019 S o || Dec. 2021 | [ Aug. 2022 io®
oct. 2018 Jul.2019 | Biosimiar || Boeiner | SYREOY | piocimiar |[Hadima™ || coa i oval || Ryrimon™ || Yassards || Yeiyma®
Dec. 2002 Sep. 2016 Aug. 2017 o osimi Abrilada™ 91l Yusimry* |[sBLA (high LG LA y
e L P S Biosimilar Cyltezo® Biosimilar Biosimilar EDA FDA Status ry (hig (aBLA 761255) sBLA (high | | sBLA (high || Interchang
Humira Biosimilar Amjevita™ EORn Yy | Hyrimoz™ Hadlima™ Approval || Approval || Granted A FDA I corl\:csztr.) (Fresenius Kabi) || concentr.) || concentr.) sBLA
FDA Approval FDA Approval PRIDYA FDA Approval FDAApproval | |(aBLa761118)|| (@BLA || (Boshrnger || APRIOVA FDA FDA Accepted
aBLA 761058 L 761154 Ingelheim (aBLA Approval Jan. 2023
( ) ) g )
(B(I}\; ESPT) (aB(L: 761042) (Bothinder roohom (aBLA 761071) (aBLA 761059) (Pfizer) (Mylan) 761216) (Samsung Amjevita™ ":‘gpfg‘fé;' Agproval (l[):y KEDA)
£ HEEH (Sandoz) (Samsung Bioepis) (Coherus) Bioepis) oty andoz (Celltrion) elirion
h
| // | I I |——| | | I (Amgen) I T I
— I 1 1 ~
7] ' : I | | L _—+ [ ' I | L |
Aug. 2016 Jan. 2017 Aug. 2017 Jan. 2019 Apr. 2021 Jul. 2023
Jun. 2015 Dec. 2015 : Jul. 2017 : Sep. 2017 ||| Nov. 2017 || RLUTRFLEE] ; Br.o Oct, 2023 Feb. 2024
PRo0S Prooic AbbVie v. IPR2017- May 2017 |PR2016-00408, ;”f;]‘/{e v Pr2017- ||| 1Pr2015- || IR B AbbVie v. S¥liszc Abrilada™ Simlandi®
01514 01517 MM 00138 00189 Amgen 00822, 00823, IPR2016- 00409 FWDs Ocllier 02105, 00156 Sandoz Amgen Alvotech ‘,ngem';',‘gj‘ Interchang. FDA
Petitions Filed ||| 00408, 00409 | | ASTAAAaEN | 00826, 00827 [} 00172 FWD [All Claims Ingeliens 02106 Petition (3:18cv- | (1:19-cv-00139) § (1:21-0v-02256) | Iprsgiryeech il Interchang,
(institation i el 00666) Petitions Filed [All Claims Unpatentable] (2”107 g Petitions Filed 12668) || Complaint Filed | Complaint Filed | S Granted and Approval
Demed] [FWD] Complaint [Institution Unpatentable] G, ) Filed [institution || fREEluTETT [Bettied] {sattiec] Bioepis), Launch ;’B'-t" 16{1?9)
Filed Denied] 008l 00189 00;""2[?'"‘ [Settled] Denied] Filed Hulio® (Pizer) (Alvotech / Teva)
g , [Settled] May 2021 (Blocon),
00408, 00409 [Settled] Alvotech v. AbbVie Hyrimoz™
Nov. 2015 IPR“;%\QBZ%‘%%W Mar. 2017 Jun.2017 || Fed. Cir. Appeals SRl | oct. 2017 | i 3018 (1:21-cv-05645) (Sandoz), Nov. 2023 Apr. 2024
IPR2016- = Y _ Filed [Affirmed Aug.2017 EELEIZEAN | |PR2018- : A Idacio® Hadlima™ Cyltezo®
- Petition Filed i IPR2016- jj Filed [Affirmed] B ons 017 i IPR2017- Complaint Filed cio® yitezc
00172 Petition (instiution 01009 Pefitions Filed | | 00188,00189 || 1pR2017-01823, || g1087 01083  NREEEAM 00002 01824, [Voluntarily Dismissed] (F'sseg'us ) Interchang | | sBLA (high
Filed [FWD] Lo (Replacing IPR2017- FWDs 01824 Petitions e (1:16-cv- | IPR2018- AbbVie v. Alvotech uflyma el concentr.)
enied] A . Petitions Filed 00666) Filed % (Celltrion), Accepted by | | FDA Approval
00_82_6’ 0082-_/) [All Claims Filed [Institution [Institution Dismissed J BT 0,0002 iod: (1'21-(:\’._028.99) Yusimry™ FDA (Samsung (Boehringer
VENABLEM [Institution Denied] Unpatentable] Denied] e [Settied] Denied] Fﬁgéﬁfg:?tfgsd] Cor?g;a;::dl?led L(Coner;s) Bioepis) Ingelheim)
1 auncnes
Composition of _che_r
Matter
(thgfzon) Method of 'ga
Treatment £ a
(IPR + Litigation) 2 g §
32% [ s 2
o o =
- [ b
S o o
2 5 =
3
= E
: - 2 | l
Manufacturing I [
(Litigation)
33% Formulation Not Instituted Terminated After  Final Written Decision | Not Instituted
(Litigation + IPR) Institution (Unpatentable)
279, Not Instituted Temim_alet_l After  Final Written Decision “Considering [PR2017-00826 and IPR2017-01008 as one IPR,
Institution (Unpatentable) and IPR2017-00827 and IPR2017-01009 as one IPR.
“In litigations, it has been alleged that at
VENABLE ... o it VENABLE... VENABLE... VENABLE...

FWD = Final Written Decision

BIOLOGICSHQ.COM

VENABLE...




B.ome.cls_I - Spotlight On: = VENABLE...

April 30, 2024

Technology: Adalimumab is a human monoclonal antibody that inhibits tumor necrosis factor alpha (TNFa). TNFa is a cytokine cell signaling protein that is involved in the
inflammatory response that occurs in autoimmune diseases.
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Coherus v. AbbVie
IPR2016-00172
FWD: All claims
unpatentable;
Appeal No. 17-2304
Affirmed (U.S. as
Intervenor, Coherus
settled)

AbbVie v. Alvotech
1:21-cv-02899
(N.D. llL.)
Settled
(cont’d)

Boehringer Ingelheim v.
AbbVie
IPR2016-00408,
IPR2016-00409
FWD: All claims
unpatentable; Appeal
Nos. 17-2362 and 17-2363
Affirmed (U.S. as
Intervenor, Boehringer
Ingelheim settled)

Sandoz v. AbbVie
IPR2017-01987
Institution denied;
Settled during request for
rehearing

Coherus v. AbbVie
IPR2016-00188
FWD: All claims
unpatentable;
Appeal No. 17-2305
Affirmed (U.S. as
Intervenor, Coherus
settled)

Sandoz v. AbbVie
IPR2017-01988
Institution denied;
Settled during request
for rehearing

Coherus v. AbbVie
IPR2016-00189
FWD: All claims

unpatentable; Appeal
No. 17-2306 Affirmed

(U.S. as Intervenor,

Coherus settled)

Sandoz v. AbbVie
IPR2017-02106

Settled after institution

Coherus settled)

Settled after institution

Sandoz v. AbbVie
IPR2017-01824
Institution denied;
Request for rehearing
denied;
Appeal No. 18-2142
settled

Sandoz v. AbbVie
IPR2018-00002
Institution denied,;
Appeal No. 18-2143
settled

Sandoz v. AbbVie
IPR2017-02105

Coherus v. AbbVie
IPR2016-01018
Institution denied

Sandoz v. AbbVie
IPR2018-00156
Institution denied

AbbVie v. Sandoz

3:18-cv-12668 (D.N.J.)
Settled

Coherus v. Amgen
[Related to Amjevita™]
1:19-cv-00139 (D. Del.)
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AbbVie v. Alvotech
1:21-cv-02899

(N.D. IIL.)
Settled
(cont’d)
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