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AbDbVie Files Patent Infringement Lawsu g4 “H38§"” BIBEFHREZSIEEST
Against BeiGene's Brukinsa i, BFMMNIEIREKET e

Published: Jun 15,2023 | By Alejandra Manjarrez e %—W&] -
O 2025-06-10 Uoic4 | FS—MHz=H

In terms of safety, Brukinsa was also superior. For instance, patients treated with it 6515 T4, &M (BGNE.NS. 06160.HK

xt

. 688235.SH) ABZLARERREZIN

were less likely to experience cardiac adverse events. WRIK12%LAE, TIRINTKHKSKER, ARNFENER (Bmd: aihFE) 7

Based on their compared toxicity, the National Comprehensive Cancer Network IR, }

placed Brukinsa ahead of Imbruvica in their guidelines to treat these slow-growing |J' ‘ ~

blood cancer. F i 2023-06-15

~— . -

“.; &£ 29.50

In the first quarter of 2023, Brukinsa's worldwide sales reached $211.4 million, up + | lI! ﬂ* lT\ W2 112.30

significantly from $104.3 million a year ago. Imbruvica's sales, on the other hand, 139.25 I-I-J[ \ e EE ‘12?;‘2

Ex b
dropped 25% in the first quarter of 2023 compared to the same period in 2022. i

BeiGene's statement emphasized that the company “has developed original and novel
intellectual properties” around Brukinsa to “demonstrate its differentiated profile,”
while insisting that they “will vigorously defend against all allegations of patent
infringement.”
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UNITED STATES DISTRICT COURT
EASTERN DISTRICT OF TEXAS

MARSHALL DIVISION

SEAGEN INC ., CIVIL ACTION NO.

Plamntiff,

COMPLAINT FOR PATENT
T, INFRINGEMENT

DATICHI SANKEYO CO.,LTD., JURY TRIAL DEMANDED

Defendant.

COMPLAINT

Plaintiff Seagen Inc. (“Seagen”) complains and alleges as follows against Defendant

Daiichi Sankyo Co.. Ltd. (“DSC").

THE NATURE OF THE ACTION

| Seagen brings this action to protect its proprietary technology enabling the
delivery of chemotherapeutic drugs directly to cancer cells. When Seagen began developing
this technology, most chemotherapeutic drugs for cancer were not targeted, resulting in the
delivery of treatments throughout the patient’s body and cansing significant adverse side
effects. Since then Seagen’s pioneering innovations in the field of antibody-dmg
comjugates (ADCs). a type of therapy that directly targets chemotherapeutic drugs to cancer
cells, have helped establish ADCs as an important pillar of cancer therapy. Seagen’s ADC
technology 1s the result of decades of research and development effort by Seagen’s
scientists and hundreds of millions of dollars of investment. Seagen’s transformative
innovations have maintained Seagen’s leadership status even as other companies have

entered the field, and Seagen’s innovations are embodied in more approved ADC therapies

than those of any other company. DSC 1s a new entrant in the ADC field, and it infringes

Seagen’s United States Patent No. 10,808,039 (the “"039 patent™). DSC has already booked
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US 10983340 50 Members in Patent Family (22 currently shown) &
« Office Application Applicant Title App. Date Priority # Pub. # Pub. Date
us PCT/US04/38392 1) SEATTLE GENETICS, INC,, MONOMETHYLVALINE COMPOUNDS CAPABLE OF 11/05/2004 US 60557116 WO 2005081711 A2 09/09/2005
IP Office Type View Dossier 2) DORONIMNA, Svetlana, 0., CONJUGATION TO LIGANDS US 60622455 WO 2005081711 A3 11/23/2006
’ ) 3) SENTER, Peter, D., US 60598899
[ AllIP5 Offices - 4) TOKI, Brian, E., US 60518534
5) EBENS, Allen, J.,
U epo 6) KLINE, Toni, Beth,
U sipo 7) POLAKIS, Paul,
O kipO 8) SLIWKOWSKI, Mark, X.,
O Jpo 9) SPENCER, Susan, D.,
USPTO us 10983340 1) Doronina, Svetlana Q. MONOMETHYLVALINE COMPOUNDS CAPABLE OF 11/05/2004 US 60557116 US 20050238649 A1 10/27/2005
U 2) Senter, Peter D. COMJUGATION TO LIGANDS US 10983340 US 7498298 B2 03/03/2009
0 Non-Ips Offices View Dossier 3) Toki, Brian E. US 60622455
@ US 60598899
US 60518534
us 11833959 1) Doroning, Svetlana O. MOMNOMETHYLVALINE COMPOUNDS CAPABLE OF 08/03/2007 Us 60557116 US 20080248053 A1 10/09/2008
View Dossier 2) Senter, Peter D. CONJUGATION TO LIGANDS US 11833959 S 7964566 B2 06/21/2011
3) Toki, Brian E. US 10983340
@ 4) Ebens, Allen J. US 60622455
5) Kling, Toni Beth US 60598899
&) Polakis, Paul US 60518534
7) Shwkowski, Marlk X.
8) Spencer, Susan D.
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MONOMETHYLVALINE COMPOUNDS
CAPABLE OF CONJUGATION TO LIGANDS

1. CROSS-REFERENCES TO RELATED
APPLICATIONS

This application 1s a continuation of U.S. patent applica-
tion Ser. No. 15/811.190 filed Nov. 13, 2017, which is a
continuation of 11.S. patent application Ser. No. 15/188.843
filed Jun. 21, 2016, which 1s a continuation of U.S. patent
application Ser. No. 14/194, 106, filed Feb. 28, 2014, which
1s a continuation of U.S, patent application Ser. No
291 filed Apr. 29, 2011 (now U.S. Pat. No. 8.,703,714),
which is a continuation of U.S. patent application Ser. No.
11/833.954 filed Aug. 3, 2007 (now U.S. Pat. No. 7,994,
135), which is a divisional of U.S. patent application Ser.
10/983.340 filed Nov. 5, 2004 (now U.S. Pat. No.
7.498,298), which 1s an application claiming the benefit
under 35 U.S.C. § 119(e) of U.S. Provisional Patent Appli-
cation No. 60/518.534, filed Nov. 6, 2003, and U.S. Provi-
sional Patent Application No. 60/557,116, filed Mar. 26,
2004, and U.S. Provisional Patent Application No. 60/598,
899_ filed Aug. 4, 2004, and U.S. Provisional Patent Appli-
cation No. 60/622.455_ filed Oct. 27. 2004, each of which is

incorporated herein by reference in its entirety.

What is claimed is:
1. An antibody-drug conjugate having the formula:

0O
O
N\/\/\)l— W,—=Y,—D
Ab—=~8 ’
O o s

or a pharmaceutically acceptable salt thereof, wherein:
Ab is an antibody,
S is sulfur,
each —W - unit is a tetrapeptide; wherein each
W-—— unit is independently an Amino Acid unit
having the formula denoted below in the square
bracket:

Zm

RN

wherein R' is hydrogen or benzyl,
Y is a Spacer unit,
yis0, 1 or2,
D is a drug moiety, and
p ranges from 1 to about 20,

40

A0

60

63

wherein the S is a sulfur atom on a cysteine residue of
the antibody, and
wherein the drug moiety is intracellularly cleaved in a
patient from the antibody of the antibody-drug con-
jugate or an intracellular metabolite of the antibody-
drug conjugate.
2. The antibody-drug conjugate of claim 1. wherein Y is
a self-immolative spacer.
3. The antibody-drg conjugate of claim 2, wherein y is
1.
4. The antibody-drug conjugate of claim 3, wherein p is

" about 3 to about 8.

5. The antibody-drug conjugate of claim 4, wherein p is
about 8.

6. The antibody-drug conjugate of claim 1, 2, 3. 4, or 5,
wherein the bioavailahility of the antibody-drug conjugate
or an intracellular metabolite of the antibody-drug conjugate
in a patient is improved when compared to a drug compound
comprising the drug moiety of the antibody-drug conjugate.

7. The antibody-drug conjugate compound of claim 1, 2,
3. 4, or 5, wherein the bioavailability of the antibody-drug
conjugate or an intracellular metabolite of the antibody-drug
conjugate in a patient is improved when compared to an
analog of the antibody-drug conjugate not having the drug
moiety.

8. The antibody-drug conjugate compound of claim 1, 2,
3, 4, or 5, wherein the drug moiety is intracellularly cleaved
in a patient from an intracellular metabolite of the antibody-
drug conjugate.

9. The antibody-drug conjugate of claim 1. 2, 3. 4, or 5,
wherein the antibody is a monoclonal antibody,

10. The antibody-drug conjugate of claim 9, wherein the
antibody is a humanized monoclonal antibody.

* # * * *
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Pfizer Lobbies China to Keep Viagra Patent

By Phelim KyneDow Jones Newswires

Sept.20,20041201amET

BEIJING -- U.S. Pharmaceutical giant Pfizer Inc. PFE-1.07% ¥ jslobbying China’s State
Intellectual Property Office to restore the company’s domestic-use patent for the erectile-

dysfunction drug Viagra, a Pfizer executive said.

Pfizer is "hopeful and cautiously optimistic” that the agency will reconsider its July
decision to overturn the Viagra patent before an Oct. 5 deadline for filing a formal court
appeal, the company’s senior vice president for corporate affairs, Robert Mallet, said late
Thursday.

China’s handling of Pfizer's efforts to reclaim its patent will be scrutinized by foreign
investors and legal experts, who view the case as a litmus test of China’s commitment to
international standards of intellectual-property rights protection.
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