BIOLOGICS SpOt“ght On: — — POWERED BY FitZ[ﬁlatl‘iCk@)

April 30, 2018

Rituximab Timeline Rituximab Challenged Claim
T : Types in IPR and Litigation*

Rixathon ® aBLA .
F%ﬁ?@'&‘;ﬁ' Acceptedby FDA ||| Acceptedby FDA R°5P°"5F°[')-:“°’ L
(Genentech) (Celltrion / Teva) (Sandoz) (Cellirion / Teva)

Jan. 2018
Celitrion v.
L B : 09197 00 00 Genentech
np::m ] . Petiions Filed (5:18-cv-00276 (N.D.
IPR2015-00418 _ “ppeaiFendingl Mty || 1PR2017-01168 [Awaiting Institution | R
Petition Filed IPR2016-01667 Petition Petition Filed Decisions] [Ongoing)
[Institution Denied] || |Filed [Institution Denied] Petition Filed [Trial Ongoing] " C;{enemﬁcgwsv
elitrion -CV-
[Trial Ongoing] Dec. 2017 00574 (D.N.J.))
01733, IPR2017-01115 Genentech v. Complaint Filed
01744 Petitions | Petition Filed Filed [Trial Ongoing y ed Sandoz [Ongoing]
Filed [FWD —All Claims Not IPR2017-02036. 02042 [Awaiting (1:17-cv-13507
[Terminated] Unpatentable; Appeal SRS Institution (D.N.J.)) Complaint
Pending] Institution Denie Decision] AL e . .
[ 4 Fitzpatrick

Fitzpatrick

Rituximab IPR Status (All Method of Treatment Claims) IPR Institution Rates* FWD Outcomes*

| Claims Not
patentable
19%
Some Claims
Unpatentable 6%

All Claims
Unpatentable

All Claims 100%

Unpatentable
75%

Fitzpatrick Fitzpatrick Fitzpatrick
FWD = Final Written Decision

BIOLOGICSHQ.COM Fitzpatrick i



www.biologicshq.com
https://biologicshq.com/product/rituxan/
http://www.fitzpatrickcella.com/
www.biologicshq.com
http://www.fitzpatrickcella.com/

BIOLOGICS

10

Spotlight On:

Fitzpatrick’

April 30, 2018

Technology: Rituximab is a chimeric murine/human monoclonal antibody that is directed against the CD20 antigen. CD20 is a protein that is primarily found on the
surface of immune system B cells. CD20 is involved in cell growth and differentiation.

Celltrion v.
Genentech
5:18-cv-
00276 (N.D.
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Genentech v.
Sandoz
1:17-cv-13507
(D.N.J.)
Ongoing

Celltrion v.
Genentech
IPR2017-01227
Institution denied

Cont’d below

Boehringer
Ingelheim v.
Genentech
IPR2015-00417

Petitioner request
for adverse
judgment after
institution

Boehringer
Ingelheim v.
Genentech
IPR2015-00415

Pfizer v.
Genentech
IPR2017-02126
Institution
denied

Celltrion v.
Genentech
IPR2017-01230
Institution

denied for adverse

judgment after
institution

Celltrion v.
Genentech
IPR2015-01733
Petitioner
dismissed prior
to institution
decision

Celltrion v.
Genentech
IPR2016-
01667
Institution
denied

Pfizer v.
Genentech
IPR2017-01923
Instituted,
pending

Petitioner request

Pfizer v. Genentech
IPR2017-01115
(Joined with
IPR2016-01614)
FWD (all instituted
claims not
unpatentable);
Appeal pending

Celltrion v.
Genentech
IPR2016-01614
FWD (all instituted
claims not
unpatentable);
Appeal pending

Celltrion v.
Genentech
IPR2015-01744
Petitioner dismissed
prior to institution
decision

Sandoz v.
Genentech
IPR2017-02036
Institution denied

Sandoz v. Genentech
IPR2017-02042
Institution denied
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Genentech v.
Celltrion

Celltrion v.
Genentech
5:18-cv-00276
(N.D. Cal.)
Ongoing

Cont’d from
above

1:18-cv-

00574

(D.N.J.)

Ongoing

Cont’d from

above
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Genentech v.
Sandoz
2:17-cv-13507
(D.N.J.)
Ongoing

Cont’d from
above

Celltrion v.
Genentech
IPR2017-01229

Institution denied

Pfizer v.
Genentech
IPR2018-00086

Awaiting
institution
decision

Pfizer v. Biogen
IPR2017-02127
Institution
denied

Celltrion v.
Biogen
IPR2017-01094
Institution
denied

Boehringer
Ingelheim v.
Biogen
IPR2015-00418
Institution denied

Pfizer v. Biogen
IPR2017-01167
Institution denied

Celltrion v. Biogen
IPR2017-01093
Institution denied

Pfizer v. Biogen
IPR2017-01168
Instituted,
pending

Pfizer v. Biogen
IPR2017-01166
Institution denied

Celltrion v.
Biogen
IPR2017-01095
Instituted,
pending

Pfizer v. Biogen

Pfizer v. Biogen
IPR2018-00285
Awaiting institution decision

Pfizer v. Biogen
IPR2018-00231
Awaiting
institution
decision

IPR2018-00186
Awaiting
institution
decision

FWD = Final Written Decision
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