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I ~ \ } Constraint Date Forecast & Exclusivities | I customize Columns 7/ | L, Export Showing 1-10 of 3¢
al %;RIJ E COUNTRY/TERRITORY CONSTRAINT DATE T CONSTRAINT DATE RATIONALE EXCLUSIVITIES

usa 30-Jun-2020 It is based on the expiry date of a Product Patent
. Canada 12-Jul-2020 Itis based on the expiry date of Data + Marketing Exclusivity
« Constraint Date Forecast
Data + Marketing exclusivity in Malta expires on 05-52p-2022,
Malta 05-Sep-2022 Itis based on the expiry date of Data + Marketing Exclusivity 8+2 years from the first marketing authorization in EEA on 05-

Sep-2012.

36DE(CONTZI RV Y IS
l__l- b E %%/[\J Data + Marketing exclusivity in Poland expires on 05-5ep-2022,

Poland 03-Sep-2022 Itis based on the expiry date of Data + Marketing Exclusivity 8+2 years from the first marketing authorization in EEA on 05-
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— 5 5 ) ) a g vity in Cyprus expires on 05-Sep-20;

iﬁ{'”‘%*& gﬁﬂil\ﬁ FEﬁ E Cyprus 2-llam i Itis based on the expiry date of an SPC 8+2 years from the first msrketin,g authorization in EEA on EIS-J
Sep-2012.
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l E % |H:'| Data + Marketing exclusivity in France expires on 05-5ep-2022,

. - 8+2 years from the first marketing authorization in EEA on 05-
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PRODUCTKEY INSIGHTS APIMANUFACTURERS REGULATORY FILINGS APPROVALS CONSTRAINT DATE FORECAST & EXCLUSIVITIES PATENTS &SPCS USPATENT CHALLENGES GLOBALLITIGATION DEALS COMPETITIVE INSIGHTS

R&D SCIENTIFIC LAUNCHES & PACK PRICES = USMARKETSHARE = LATAM MARKET SHARE

® ZEOY-TYMA
Constraint Date Forecast & Exclusivities ‘i —%ﬁ“@fg&bﬂa} 7R (:ébﬂ\ L‘[—%Eq:lﬁ\ﬂ
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5= Filters Country/Territory 14) ~ LR 1E . = E
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- SEHAR . BEEH
1% Customize Columns L Bxport l H Rows per page: 50 ~ 1-140f 14 « . > » Fﬂﬁ . %mﬁﬂo)éﬂ 5*&

(151 : Pediatric
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The earliest SPC in Bulgaria expires on 25-Jun-2028 ujkb('fé%n Di&l

Bulsari 25-Jun-2028 i i ‘ D
ulgaria Itis based on the expiry date of an SPC Data exclusivity in Bulgaria has expired. E % IE\IJ

COUNTRY/TERRITORY T CONSTRAINT DATE (i) |, CONSTRAINT DATE RATIONALE EXCLUSIVITIES

Data exclusivity in Croatia has expired.

Croati 25-Jun-2028 i i . . : i
roatia Itis based on the expiry date ofan SPC The earliest SPC in Croatia expires on 25-Jun-2028.

. . . The earliest SPC in Czech Republic expires on 25-Jun-2028.
Czech Republ 25-Jun-2028 P ! :

zech Republie Itis based on the expiry date ofan SPC Data exclusivity in Czech Republic has expired.
ete AE lon AR50 e L. e e The earliest SPC in Estonia expires on 25-Jun-2028.
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enzalutamide

PRODUCTKEY INSIGHTS APIMANUFACTURERS REGULATORYFILINGS APPROVALS CONSTRAINTDATE FORECAST & EXCLUSIVITIES * PATENTS & SPCS US PATENT CHALLENGES GLOBALLITIGATION DEALS COMPETITIVE INSIGHTS

R&D SCIENTIFIC LAUNCHES & PACKPRICES US MARKETSHARE LATAM MARKET SHARE

US Patents & Exclusivities Associated with

JA\ )% R
- o . US Patents & Exclusivities Associated p p rova |S %L;}
Worldwide Patent Families Patents by Authority SPCs i
with Approvals

US Patents & Exclusivities Associated with Approvals

SN
KN
= Filters Filing/Approval Number - Dose Form - Publication Number - I Exclusivity Type - ! |;| 5*&0} ; ,r J “ XD la"

Orange Book
F5aT B

I-a' Customize Columns .i. Export Rows perpage! 10 « 1-10 of 17 (4 < 2 > 2
FILING/APPROVAL EXCLUSIVITY EXCLUSIVITY PUBLICATION G SOk
ACTIVE INGREDIENT T DENAME T Gy Gy s APPROVAL HOLDER T DOSE FORM T ™ PATENT TYPE PATENT EXPIRY
NUMBER TYPE EXPIRY DATE NUMBER
DATE
enzalutamide NDI 213674-002 1-926 17-Nov-2026 Astellas Pharma Inc Tablet
Constraining
enzalutamide NDI Astellas Pharma Inc Tablet 9126941 15-May-2026
o) Formulation o
[1] Z []
[ 11H |

Component of Combinat...

enzalutamide NDI 213674-002 Astellas Pharma Inc Tablet 12161628 23-Feb-2037
Constraining e

Constraining

enzalutamide NDI 213674-002 Astellas Pharma Inc Tablet 11839689 11-5ep-2033
Formulation
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enzalutamide

PRODUCT KEY INSIGHTS APIMANUFACTURERS REGULATORY FILINGS APPROVALS CONSTRAINT DATE FORECAST & EXCLUSIVITIES PATENTS &SPCS US PATENT CHALLENGES GLOBALLITIGATION DEALS COMPETITIVE INSIGHTS R&D SCIENTIFIC

LAUNCHES & PACKPRICES USMARKETSHARE LATAM MARKET SHARE

Worldwide Approvals First Marketing Authorization Details* US Filings & Approvals

US Filings & Approvals jK. (:BLT%E(%EBJ:UE‘EE $ E%Ell‘ﬁ $I§ FDA Bioequivalence Information US Patents & Exclusivities Associated with Approvals
— Filters 1% Customize Columns S Export Rows per page: 10 1-10 of 17 <« < 2 > »
TRADE NAME T i PPROVAL APPROVAL STATUS 1 el il f Sl 1 ACTIVE INGREDIENT 1 DOSE FORM 1 el f STRENGTH 1 NUMBER 1

DATE TYPE CHALLENGES ADMINISTRATION
ENZALUTAMIDE 22-Apr-2022 Discontinued ANDA enzalutamide Capsule Oral 40MG 209645-001
XTANDI 31-Aug-2012 Approved - RX NDA PIV enzalutamide Capsule Oral 4DMG 203415-001
XTANDI 04-Aug-2020 Approved - RK MDA PIV enzalutamide Tablet Oral 40MG 213674-001
XTANDI 04-Aug-2020 Approved - RX NDA PIV enzalutamide Tablet Oral 80MG 213674-002
ENZALUTAMIDE 40MG 13-Jul-2023 Tentative ANDA enzalutamide Capsules Oral 211485-000

Patent Challenge73%
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SCIENTIFIC LAUNCHES & PACKPRICES USMARKETSHARE LATAM MARKET SHARE

Summary

Orange Book Patents for XTANDI, Capsule, NDA - 203415

(@) 12161628

8183274

PATENTS & SPCS  US PATENT CHALLENGES GLOBALLITIGATION DEALS COMPETITIVE INSIGHTS

D E—

Orange Book Patents for XTANDI, Tablet, NDA - 213674

9126941

() 11830680 (P 12161628 (P 7709517 (P 8183274 (I 0126941 I

Related Products

No Related Products with US Patent Challenge information

BIRUzPatentDsE iz R

Patent Details

Detail and Information

Publication Number

% US-09126941

Publication Country/Territory

USA
Application Date
17-Apr-2012
Patent Title

Treatment of hyperproliferative disorders with
diarylhydantoin compounds

Priarity Country/Territory
UsA

Priority Date

13-May-2005

t Holder

University of California

Search US Patent Office [3

Primary Patent Number

& WO0-2006124118 &' WO-2007127010

Actions

Androgen receptor antagonist

indications
Breast tumor Cancer Ovary tumor
Prostate hyperplasia Prostate tumor

Technologies

Oral formulation

Opponent/Infringer

No data

Annotations for Patent Family

Us-osazesa1  This patent describing the treatment of hyperproliferative disorders with diarylhydantoin compounds

including enzalutamide (MDY-3100) was granted initially granted as US8658681 in February 2014. Enzalutamide wa... Show
more

WO-2006124118  No annotation available

WO-2007127010  No annatation available

Active Ingredients Covered in the Primary Patent

enzalutamide - Constraining

enzalutamide - Formulation

enzalutamide - New use

enzalutamide - Product

Expiry Information

enzalutamide

15-May-2026  Based on priority date

UsA

Publication History

© US-08658681  25-Feb-2014 B2 Remaamina rtificate Second Reexamination

P US Patent Challenges(d.

2 Clarivate”
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XTANDI
NDA- 203415

Information about an ANDA with Paragraph IV certification for a generic version of Xtandi
(enzalutamide) capsules, 40mg, first appeared on the FDA website as of November 4, 2016. The FDA
reports asub  Show more

US Patent Challenges o

FILER T CEEELITD (LA STRENGTH PATENTS LITIGATED
COMPANIES NUMBER
US-07709517
Apotexinc o
209645
First to File: Assumed 40mg US-0183274
US-09126941
US-07709517
Aurobindo Pharma Ltd 211465 (ANDA) 40mg US-08183274
US-09126941
US-07T09517
Hetero Group 220025 (ANDA) 40mg US-08183274
US-11839689

2 Clarivate”

4. KEDParagraph

Dose Form

Capsule

NOTIFICATION
DATE

02 Nov2016

13Apra018

18 Nov2024

IV Patent Challengelgi#izHUSU L)

Route

30
MONTH
STAY

May 2027

E View Commentaries

Strength
20MG
LITIGATION APPROVAL DATE LAUNCH
STATUS DATE
Closed 22-Apr-2022: Discontinued

Closed

Ongoing Filed

LATEST
ALERT ™
DATE

29-5ep-2023

02-Nov-2023

31-Jan-2025

Total Filers 7

COMMENTARY

On Novemberz2,

2016, Astellas and the

nts of the

notice of the Apotex
ANDA with Paragraph
L..

On April 13, 2018,
Astellas and the

California received
notice of the Eugia
ANDA with Paragraph

Byletier dated
November 18, 2024,
Astellss and the
Regentsof the

Univ

ty of

California received
notice of the Ascent
Pharmac...

SLEHANBTDIRR
EREER XX DT

| ISearchinmmmentaries Q |

XTANDI NDA 203415

Information about an ANDA with Paragraph IV certification for a generic version of Xtandi (enzalutamide)
capsules, 40mg, first appeared on the FDA website as of November 4, 2016. The FDA reports a submission
date of August 31, 2016, which was the first day an ANDA could have been submitted for an enzalutamide
product. The New Chemical Entity exclusivity for enzalutamide expired on August 31, 2017. The FDA
reports three ANDAs with Paragraph IV certification for generic versions of Xtandi capsules were filed on
the first day possible and may share eligibility for the 180-day generic drug exclusivity.

Apotex Inc: 209645 (ANDA) ~

On November 2, 2016, Astellas and the Regents of the University of California received notice of the
Apotex ANDA with Paragraph IV certification for a generic version of Xtandi capsules. On December 9,
2016, Astellas, Medivation, and the Regents of the University of California filed a patent infringement suit
against Apotex in the U.S. District Court for the District of Delaware in response to the Apotex ANDA. The
plaintiffs alleged infringement of U.S. Patent 7,709,517, U.S. Patent 8,183,274, and U.S. Patent 9,126,941. !
That case was subsequently consolidated with others under an earlier action concerning Actavis's ANDA
for a generic version of Xtandi capsules. 2 On July 19, 2018, the case was dismissed with respect to Apotex
after the plaintiffs and Apotex reached an agreement to settle their dispute. 3 To our knowledge, no
settlement terms have been disclosed. The FDA approved the Apotex ANDA on April 22,2022.

1: Astellas Pharma Inc. et al. v. Apotex Inc. et al., U.5. District Court, D. Delaware, Case 1:16-cv-01166, 2016-12-09
2: Astellas Pharma Inc. et al. v. Actavis Laboratories FL, Inc. et al., .5, District Court, D. Delaware, Case 1:16-cv-01120, 2017-04-26
3: Astellas Pharma Inc. et al. v. Actavis Laboratories FL, Inc. et al,, U.5, District Court, D. Delaware, Case 1:16-cv-01120, 2018-07-19

Aurobindo Pharma Lid: 211465 (ANDA) ~

On April 13, 2018, Astellas and the Regents of the University of California received notice of the Eugia
ANDA with Paragraph IV certification for a generic version of Xtandi capsules. On May 17, 2018, Astellas,
Medivation, and the Regents of the University of California filed a patent infringement suit against Eugia
Pharma and Aurobindo in the U.S. District Court for the District of Delaware in response to the Eugia
ANDA. The plaintiffs alleged infringement of U.S. Patent 7,709,517, U.S. Patent 8,183,274, and U.S. Patent
9,126,941, 1 On September 5, 2019, the case was dismissed after the parties reached an agreement to
settle their dispute. 2 To our knowledge, no settlement terms have been disclosed. Eugia's ANDA has been
tentatively approved more than once, most recently on July 13, 2023.
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PRODUCT KEY INSIGHTS = APIMANUFACTURERS REGULATORY FILINGS

USMARKETSHARE LATAM MARKET SHARE

Top-10 Companies by Number of Cases

Country/Territory - Type of Case

Company

The Regents of the... (US)
The University of ... (US)
University of Cali... (US)
Unknown

Astellas Pharma (JP)
Medivation Prostat... (US)
Medivation (US)

Astellas US (US)

Astellas Pharma US (US)

Astellas Pharma US (US)

[=]
wn

10

Source: Darts-ip data from Clarivate
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Global Litigation¥J3&iR

= £+ Alerts [1 Bookmark
APPROVALS CONSTRAINT DATE FORECAST & EXCLUSIVITIES PATENTS&SPCS USPATENT CHALLENGES GLOBALLITIGATION DEALS COMPETITIVEINSIGHTS R&D SCIENTIFIC LAUNCHES & PACK PRICES
Evolution of Cases
- Country/Territory - Company -
Type of Cases
Total Case Count
@ Flaintif u @ Infringement Action
@ Defendant 4 @ Opposition Action
efendan
12 @ Invalidity/Cancellation Action
@ Administrative Hearings
10
@ Trial for correction
8 @ Other Action
6
4
2 I I I
, |
15 20 25 30 Total Case Count 2016 2017 2018 2019 2020 2021 2022 2023 2024 2025  Last Recorded Event Year

Source: Darts-ip data from Clarivate
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Global Litigation
SE Filters Plaintiff - Defendant - Country, Territary - Type of Caze -
1E Customize Columns L, Ecport Rowsperpsge 10 -  1-100fs7 « 23 4+ 5 &8 3 »
COUNTRY/ Lty
PLAINTIFF DEFENMDANT TERRITORY + COURT ACTIVE INGREDIENT T LITIGATED PATENTS TYPE OF CASE T RECORDED & DARTS-IF CASE LINK
EVENT
Libbs Farmaciutica (ER) Astellas Pharma [US) ™7 Brazil 13" Varm 77 enzalutamide ER2006103594 Invalidity/Cancellation Action 17-Mar-2025 View Case Details [
Astellas Pharma (JF) ™" Ascent Pharmaceuticals (US) Usa New Jersey District Court enzalutamide US20064338204 Infringement Action 02-Jan-2025 view Case Details [
Accord Healthcare (GB) ™77 Astellas Pharma Europe [GB] ™77 United Kingdom Patents Court enzalutamide EP2006748863A Invalidity/Cancellation Action 07-Maov-2024 View Case Details [
Astellas Pharma [JF) Dr. Reddy's Farmaciutica do Brasil (ER) Erazil 1" Cimara Reservada de Direito Emprasarial ™" enzalutamide ER2006103504 Infringamant Action 2T-AUE-2024 view Case Details [
Sandoz[CH) ™77 Aragon Pharmaceuticals (US) EP EFOBoAs3D4 "7 enzalutamide EP201718T458A Opposition Action 08-AUg-2024 view Case Details [
Astellaz Pharma (JF) ™" QiluPharma(Us)y "~ Usa Mew Jersey Districk Court enzalutamida US2006433520A Infringement Action 01-AUE-202¢ View Case Details [2
Astellas Pharma (JP) ™77 Qilu Pharma (US) ™" Usa Mew Jersey District Court enzalutamide US20064335204 Infringement Action 01-AUE-202¢ View Case Details [2
Shanghai Fusun Xingtai Pharmaceutical Technology [CN) The Regants of the University of California ...~ ™™~ China Beijing P Court ™"~ enzalutamide CN2006300255454 Invalidity/Cancellation Action 0&-Apr-2024 View Caze Details [
Kangpu Biopharmaceuticals [CH) Brazil IMPI - Divisdo de Patentes de Farmscia |l - CGPA_. enzalutamids BR112018105554 Administrative Haarings 11-Dec-2023 View Caze Details [
Astellas Farma Brazil Importagdo e Distribuigdo de Medicame. .. o ACCORD FARMACEUTICA (BR) Brazil 1" Vara Empresarial enzalutamide ER200E10350A Infringemant Action 01-Dec-2023 View Caze Details [

Rows perpages 10 = 1-10 of 57 L4

». : 3 +« 5 o DB
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A\ XY §£ )
1%(/ 7 5 jJ /r |\ ( E Kﬂ [m] @D New Products ? New Drug Approvals EMA New Drug Approvals US FDA (NDAs only)

F N o

March 2025 & March 2025 &) March 2025 &

—~  H =YL
/ =] becondogrel laroprovstat RYTELO imetelstat sodium  Geron Corporation BLUJEPA 750MG gepotidacin  GSK plc

[R— =

Pecotalievedotiy ezactamab WAINZUA eplontersen  AstraZeneca QFITLIA fitusiran  Sanofi

Pharmaceuticals LP p
daniluromer navenibart 20MG/02ML,

=£ o el N ~ 50MG/0.5ML
( E K (] /\ 7/\0) I / ' daraxonrasib netanasvir phosphate February 2025 °

February 2025 @
dirozalkib opakalim ANDEMBRY garadacimab  CSL Ltd

d i lutrigi GOMEKLI mirdametinib  SpringWorks
DRECHS IERIHENS HETRONIFLY serplulimab  Fosun Therapeutics

0 o R L ~ W
T /3 / J ) I/ doxribtimine resiquimod sulfate Pharmaceutical
( C (; 5 : |<} (\\‘ ; Sreop ROMVIMZA vimseltinib  Deciphera ‘
(& ’{ J empasiprubart sevabertinib Pharmaceuticals LLC

KOSTAIVE Zapomeran Arcturus

suraxavir marboxil Therapeutics Inc. Januarv 2025 9

x P
Resources & updates < Training resources X

Product updates >
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Training resources ign up for live trainin:
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Contact us > . L
Chinese training resources
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’ » Japanese training resources
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