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IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF DELAWARE

TAKEDA PHARMACEUTICALS U.S.A,,
INC,,

Plaintiff, e
C.A.No. 30-H)5-REA

V.

ALKEM LABORATORIES LIMITED and
ASCEND LABORATORIES, LLC,

Defendants.

ORDER
AND NOW, this __ ¢ day of March, 2020, upon consideration of Plaintiff Takeda

Pharmaceuticals U.S.A., Inc.’s Motion for Confidential Treatment of Certain Filings, it is hereby
ORDERED that Plaintiff’s Motion is GRANTED, and that:

1. Plaintiff’s Complaint and exhibits thereto shall be filed under seal.

2. Plaintiff’s Opening Brief in Support of Takeda’s Emergency Motion for a
Temporary Restraining Order and a Preliminary Injunction and exhibits thereto shall be filed
under seal.

3. The Declaration of Porter F. Fleming, Esq. and exhibits thereto shall be filled
under seal.

4. Plaintiff shall file a redacted version of the foregoing filings within five (5)

business days of this Order.

United States District Court Judge ‘
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IN THE UNITED STATES DISTRICT COURT

FOR THE DISTRICT OF DELAWARE

TAKEDA PHARMACEUTICALS
U.S.A,, INC,,

Plaintiff,
‘. : Civil Action No. 20-325-RGA

ALKEM LABORATORIES LIMITED,
etal.,

Defendants.

ORDER

After consideration of the briefs (D.I. 7, 17) and discussion at a hearing on March 5,
2020, including acknowledgment of the related case, Takeda v. Mylan, Civ. Act. No. 19-2216-
RGA (D. Del.), now on appeal to the Court of Appeals for the Federal Circuit, No. 20-1407,

IT IS HEREBY ORDERED this Sc’lay of March that:

1. For the reasons stated in Takeda v. Mylan, No. 19-2216-RGA, D.I. 114 (D. Del.)., the
motion for a temporary restraining order and a preliminary injunction (D.I. 6) is DENIED.

2. As Plaintiff has indicated its intent to appeal this Order, and to seek immediate relief
in the Court of Appeals, Defendants are ORDERED to maintain the status quo until the end of
the day March 12, 2020. As stated at the hearing, the status quo includes recalling the ANDA

product that is represented to be currently en route to a customer, and not selling or transferring

United Statesﬁistrict Judge

any other inventory of the ANDA product.

Page 1 of 1

Appx1
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Case in other court: the Federal Circuit, 20-01545

Cause: 35:271 Patent Infringement

Plaintiff
Takeda Pharmaceuticals U.S.A., Inc.

https://ecf.ded.uscourts.gov/cgi-bin/DktRpt.pl?498689451946107-L 1 0-1

Appx2

Jury Demand: Plaintiff
Nature of Suit: 830 Patent
Jurisdiction: Federal Question

represented by Francis DiGiovanni

Faegre Drinker Biddle & Reath LLP
222 Delaware Avenue

Suite 1410

Wilmington, DE 19801

(302) 467-4266

Fax: (302) 467-4201

Email:
francis.digiovanni@faegredrinker.com
LEAD ATTORNEY

ATTORNEY TO BE NOTICED

Edgar H. Haug

Email: ehaug@haugpartners.com
PRO HAC VICE

ATTORNEY TO BE NOTICED

Jonathan Herstoff

3/24/2020
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Email: jherstoff@haugpartners.com
PRO HAC VICE
ATTORNEY TO BE NOTICED

Porter F. Fleming

Email: pfleming@haugpartners.com
PRO HAC VICE

ATTORNEY TO BE NOTICED

Thatcher A. Rahmeier

Faegre Drinker Biddle & Reath LLP
222 Delaware Avenue

Suite 1410

Wilmington, DE 19801

(302) 467-4211

Fax: (302) 467-4201

Email:
thatcher.rahmeier@faegredrinker.com
ATTORNEY TO BE NOTICED

V.
Defendant

Alkem Laboratories Limited represented by Adam Wyatt Poff
Young, Conaway, Stargatt & Taylor
LLP
Rodney Square
1000 North King Street
Wilmington, DE 19801
(302) 571-6600
Email: apoff@ycst.com
ATTORNEY TO BE NOTICED

Samantha G. Wilson

Young, Conaway, Stargatt & Taylor
LLP

Rodney Square

1000 North King Street
Wilmington, DE 19801
302-571-5018

Email: swilson@ycst.com
ATTORNEY TO BE NOTICED

Teresa M. Summers

Email: tsummers@wiley.law
PRO HAC VICE

ATTORNEY TO BE NOTICED

Defendant

https://ecf.ded.uscourts.gov/cgi-bin/DktRpt.pl?498689451946107-L 1 0-1 3/24/2020
Appx3
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Ascend Laboratories, LL.C represented by Adam Wyatt Poff
(See above for address)
ATTORNEY TO BE NOTICED

Samantha G. Wilson
(See above for address)
ATTORNEY TO BE NOTICED

Teresa M. Summers

(See above for address)

PRO HAC VICE

ATTORNEY TO BE NOTICED

Date Filed # |Docket Text
03/03/2020

|

MOTION to Seal Complaint, Opening Brief in Support of Motion for
Temporary Restraining Order, and Declaration in Support of Motion for
Temporary Restraining Order - filed by Takeda Pharmaceuticals U.S.A., Inc.
(amf) (Entered: 03/03/2020)

DECLARATION of Thatcher A. Rahmeier re 1 MOTION to Seal, filed by
Takeda Pharmaceuticals U.S.A., Inc. (amf) Modified on 3/5/2020 (nms).
(Entered: 03/03/2020)

[SEALED] COMPLAINT filed with Jury Demand against Alkem Laboratories
Limited AND Ascend Laboratories, LLC - Magistrate Consent Notice to PItf.
(Filing fee $ 400, receipt number DEX033521) - filed by Takeda
Pharmaceuticals U.S.A., Inc. (Attachments: # 1 Exhibit A)(amf) (Entered:
03/03/2020)

03/03/2020

[38)

03/03/2020

|

03/03/2020

[

EXHIBITS to 3 Complaint, by Takeda Pharmaceuticals U.S.A., Inc..
(Attachments: # 1 Exhibit C, # 2 Exhibit D, # 3 Exhibit E, # 4 Exhibit F, # 5
Exhibit G, # 6 Exhibit H, # 7 Exhibit I, # 8 Exhibit J, # 9 Exhibit K, # 10 Exhibit
L. # 11 Exhibit M, # 12 Exhibit N, # 13 Exhibit O, # 14 Exhibit P, # 15 Exhibit
Q. # 16 Exhibit R, # 17 Exhibit S, # 18 Exhibit T, # 19 Exhibit U, # 20 Exhibit
V, # 21 Exhibit W, # 22 Exhibit X, # 23 Exhibit Y, # 24 Exhibit Z, # 25 Exhibit
AA, # 26 Exhibit BB)(amf) Modified on 3/5/2020 (nms). (Entered: 03/03/2020)

03/03/2020 5 |Notice, Consent and Referral forms re: U.S. Magistrate Judge jurisdiction. (amf)
(Entered: 03/03/2020)

03/03/2020

[o))

MOTION for Temporary Restraining Order and a Preliminary Injuction - filed
by Takeda Pharmaceuticals U.S.A., Inc. (Attachments: # 1 Exhibit 1, # 2 Exhibit
2)(amf) (Entered: 03/03/2020)

[SEALED] OPENING BRIEF in Support re 6 MOTION for Temporary
Restraining Order and Preliminary Injunction - filed by Takeda Pharmaceuticals
U.S.A., Inc. Answering Brief/Response due date per Local Rules is 3/17/2020.
(amf) (Entered: 03/03/2020)

03/03/2020

|2

03/03/2020

[e]

https://ecf.ded.uscourts.gov/cgi-bin/DktRpt.pl?498689451946107-L 1 0-1 3/24/2020
Appx4
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[SEALED] DECLARATION of Porter F. Fleming re D.I. 6 MOTION for
Temporary Restraining Order and Preliminary Injuction - filed by Takeda
Pharmaceuticals U.S.A., Inc. (Attachments: # 1 Exhibit 1, # 2 Exhibit 7)(amf)
Modified on 3/3/2020 (amf). (Additional attachment(s) added on 3/5/2020: # 3
Exhibit 13) (nms). (Entered: 03/03/2020)

EXHIBIT to D.I. 8 Declaration of Porter F. Fleming in Support of D.I. 6 Motion
for Temporary Restraining Order and Preliminary Injucntion - filed by Takeda
Pharmaceuticals U.S.A., Inc. (Attachments: # 1 Exhibit 3, # 2 Exhibit 4, # 3
Exhibit 5, # 4 Exhibit 6, # 5 Exhibit 8, # 6 Exhibit 9, # 7 Exhibit 10, # 8 Exhibit
11, # 9 Exhibit 12, # 11 Exhibit 14)(amf) Modified on 3/3/2020 (amf). Modified
on 3/5/2020 (nms). (Entered: 03/03/2020)

03/03/2020 10 [ DECLARATION of Mark J. Buonaiuto re 6 MOTION for Temporary
Restraining Order by Takeda Pharmaceuticals U.S.A., Inc.. (amf) (Entered:
03/03/2020)

03/03/2020

[ Ne)

03/03/2020 11 |Report to the Commissioner of Patents and Trademarks for Patent/Trademark
Number(s) SEE ATTACHED LISTS. (Attachments: # 1 Patent/Trademark
Report continued)(amf) (Entered: 03/03/2020)

03/03/2020 12 |Disclosure Statement pursuant to Rule 7.1: identifying Corporate Parent Takeda
Pharmaceutical Company Limited for Takeda Pharmaceuticals U.S.A., Inc. -
filed by Takeda Pharmaceuticals U.S.A., Inc. (amf) (Entered: 03/03/2020)

03/03/2020 No Summons Issued. (amf) (Entered: 03/03/2020)
03/03/2020 Remark: Duty matter submitted to duty judge (LPS). (amf) (Entered:
03/04/2020)

03/04/2020 13 | ORAL ORDER: Defendants are ordered to respond to Takedas request for a
TRO by COB today. There will be a hearing on the motion for TRO at 9:30 a.m.
on Thursday, March 5, 2020, in Courtroom 4A before Judge Richard G.
Andrews. Takeda is ordered to give Defendants immediate notice of this Order.
Ordered by Judge Richard G. Andrews on 3/4/2020. (nms) (Entered:
03/04/2020)

03/04/2020 14 | MOTION for Pro Hac Vice Appearance of Attorney Edgar H. Haug, Porter F.
Fleming, and Jonathan Herstoff - filed by Takeda Pharmaceuticals U.S.A., Inc..
(DiGiovanni, Francis) (Entered: 03/04/2020)

03/04/2020 Summons Issued with Magistrate Consent Notice attached as to Alkem
Laboratories Limited on 3/4/2020; Ascend Laboratories, LLC on 3/4/2020.
(kmd) (Entered: 03/04/2020)

NOTICE of Appearance by Adam Wyatt Poff on behalf of All Defendants (Poff,
Adam) (Entered: 03/04/2020)

03/04/2020

[

03/04/2020 16 | NOTICE of Appearance by Samantha G. Wilson on behalf of All Defendants
(Wilson, Samantha) (Entered: 03/04/2020)

03/04/2020 17

~

[SEALED] MEMORANDUM in Opposition re 6 MOTION for Temporary
Restraining Order, filed by Alkem Laboratories Limited, Ascend Laboratories,
LLC. Reply Brief due date per Local Rules is 3/11/2020. (Attachments: # 1

https://ecf.ded.uscourts.gov/cgi-bin/DktRpt.pl?498689451946107-L 1 0-1 3/24/2020
Appx5
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Exhibits 1-2)(Wilson, Samantha) Modified on 3/5/2020 (nms). (Entered:
03/04/2020)

03/04/2020 18 [MOTION for Pro Hac Vice Appearance of Attorney Lawrence M. Sung,
Attorney Neal Seth and Attorney Teresa M. Summers - filed by Alkem
Laboratories Limited, Ascend Laboratories, LLC. (Wilson, Samantha) (Entered:
03/04/2020)

03/05/2020 SO ORDERED, re 14 MOTION for Pro Hac Vice Appearance of Attorney
Edgar H. Haug, Porter F. Fleming, and Jonathan Herstoff, filed by Takeda
Pharmaceuticals U.S.A., Inc.. Signed by Judge Richard G. Andrews on
3/5/2020. (nms) (Entered: 03/05/2020)

03/05/2020 SO ORDERED, re 18 MOTION for Pro Hac Vice Appearance of Attorney
Lawrence M. Sung, Attorney Neal Seth and Attorney Teresa M. Summers, filed
by Alkem Laboratories Limited, Ascend Laboratories, LLC. Signed by Judge
Richard G. Andrews on 3/5/2020. (nms) (Entered: 03/05/2020)

03/05/2020 Case Assigned to Judge Richard G. Andrews. Please include the initials of the
Judge (RGA) after the case number on all documents filed. (rjb) (Entered:
03/05/2020)

03/05/2020 Minute Entry for proceedings held before Judge Richard G. Andrews - Motion

Hearing held on 3/5/2020 re 6 MOTION for Temporary Restraining Order.
Local counsel present for plaintiff: F. DiGiovanni. Local counsel present for
defendants: S. Wilson. (Court Reporter Heather Triozzi.) (crb) (Entered:
03/05/2020)

03/05/2020 19 | ORDER: The motion for a temporary restraining order and a preliminary
injunction (D.I. 6 ) is DENIED. Defendants are ORDERED to maintain the
status quo until the end of the day March 12, 2020 (see Order for further
details). Signed by Judge Richard G. Andrews on 3/5/2020. (nms) (Entered:
03/05/2020)

03/05/2020 CORRECTING ENTRY: Exhibit 13 initially filed at D.I. 9 has been removed
from that entry and added to the filing at D.I. § . Exhibit 13 is a sealed filing and
therefore should not have been filed with publically viewable exhibits. (nms)
(Entered: 03/05/2020)

03/05/2020

E

ORDER Granting Motion for Confidential Treatment of Certain Filings (D.I. 1)
(see Order for further details). Signed by Judge Richard G. Andrews on
3/5/2020. (nms) (Entered: 03/05/2020)

03/05/2020 Pro Hac Vice Attorney Jonathan Herstoff,Edgar H. Haug,Porter F. Fleming for
Takeda Pharmaceuticals U.S.A., Inc. added for electronic noticing. Pursuant to
Local Rule 83.5 (d)., Delaware counsel shall be the registered users of CM/ECF
and shall be required to file all papers. (lak) (Entered: 03/05/2020)

03/05/2020 Pro Hac Vice Attorney Teresa M. Summers for Alkem Laboratories

Limited, Teresa M. Summers for Ascend Laboratories, LLC added for electronic
noticing. Pursuant to Local Rule 83.5 (d)., Delaware counsel shall be the
registered users of CM/ECF and shall be required to file all papers. (mal)
(Entered: 03/05/2020)

https://ecf.ded.uscourts.gov/cgi-bin/DktRpt.pl?498689451946107-L 1 0-1 3/24/2020
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03/06/2020 21 | NOTICE OF APPEAL to the Federal Circuit of 19 Order, . Appeal filed by
Takeda Pharmaceuticals U.S.A., Inc.. (DiGiovanni, Francis) (Entered:
03/06/2020)

03/06/2020 APPEAL - Credit Card Payment of $505.00 received re 21 Notice of Appeal
(Federal Circuit) filed by Takeda Pharmaceuticals U.S.A., Inc.. ( Filing fee
$505, receipt number 0311-2872299.) (DiGiovanni, Francis) (Entered:
03/06/2020)

03/06/2020 Notification regarding 21 Notice of Appeal (Federal Circuit) sent to Reporter
Triozzi. (kmd) (Entered: 03/06/2020)

03/06/2020 Notice of Appeal and Docket Sheet to US Court of Appeals for the Federal
Circuit re 21 Notice of Appeal (Federal Circuit). (kmd) (Entered: 03/06/2020)

03/09/2020 22 | TRANSCRIPT REQUEST by Takeda Pharmaceuticals U.S.A., Inc. for
proceedings held on March 5, 2020 before Judge Richard G. Andrews.
(Rahmeier, Thatcher) (Entered: 03/09/2020)

03/10/2020 24 | Letter to The Honorable Richard G. Andrews from Samantha G. Wilson
regarding the Court's March 5, 2020 Order - re 19 Order,. (Wilson, Samantha)
(Entered: 03/10/2020)

03/11/2020

|I\>
W

REDACTED VERSION of 17 Memorandum in Opposition, by Alkem
Laboratories Limited, Ascend Laboratories, LLC. (Wilson, Samantha) Modified
on 3/12/2020 (nms). (Entered: 03/11/2020)

03/11/2020 26

N

STIPULATION Allowing Defendants to Maintain Under Seal Their Opposition
to Plaintiff's Motion for Temporary Restraining Order by Alkem Laboratories
Limited, Ascend Laboratories, LLC. (Wilson, Samantha) (Entered: 03/11/2020)

03/12/2020 27

~

SO ORDERED Granting 26 Stipulation and Order Allowing Defendants to
Maintain Under Seal Their Opposition to Motion for a Temporary Restraining
Order. Signed by Judge Richard G. Andrews on 3/12/2020. (nms) (Entered:
03/12/2020)

NOTICE of Docketing Record on Appeal from USCA for the Federal Circuit re
21 Notice of Appeal (Federal Circuit), filed by Takeda Pharmaceuticals U.S.A.,
Inc.. USCA Case Number 2020-1545. (nms) (Entered: 03/12/2020)

03/12/2020 2

(o]

03/12/2020 29 |REDACTED VERSION of 3 Complaint, by Takeda Pharmaceuticals U.S.A.,
Inc.. (Attachments: # 1 Exhibit A)(DiGiovanni, Francis) (Entered: 03/12/2020)

03/12/2020 30 |REDACTED VERSION of 7 Opening Brief in Support by Takeda
Pharmaceuticals U.S.A., Inc.. (DiGiovanni, Francis) (Entered: 03/12/2020)

03/12/2020 31 |REDACTED VERSION of 8 Declaration, by Takeda Pharmaceuticals U.S.A.,

Inc.. (Attachments: # 1 Exhibit 1, # 2 Exhibit 13)(DiGiovanni, Francis)
(Entered: 03/12/2020)

03/13/2020 CORRECTING ENTRY: The redacted transcript filed at D.I. 23 has been
removed from the docket. The Court Reporter will first file the sealed version of

the transcript, and then the redacted version will be filed. (nms) (Entered:
03/13/2020)

https://ecf.ded.uscourts.gov/cgi-bin/DktRpt.pl?498689451946107-L 1 0-1 3/24/2020
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03/17/2020 32 | Official Transcript of Oral Argument held on 3/5/20 before Judge Richard G.
Andrews. Court Reporter/Transcriber Heather M. Triozzi,Email:

Heather Triozzi@ded.uscourts.gov. Transcript may be viewed at the court
public terminal or order/purchased through the Court Reporter/Transcriber
before the deadline for Release of Transcript Restriction. After that date, it may
be obtained through PACER. Redaction Request due 4/7/2020. Redacted
Transcript Deadline set for 4/17/2020. Release of Transcript Restriction set for
6/15/2020. (Triozzi, Heather) (Entered: 03/17/2020)

03/23/2020

W
W

NOTICE of Intent to Request Redaction by Samantha G. Wilson re 32
Transcript,, (Wilson, Samantha) (Entered: 03/23/2020)

03/24/2020

S

STIPULATION to Stay Pending Appeal to the Federal Circuit, by Alkem
Laboratories Limited, Ascend Laboratories, LLC. (Wilson, Samantha) Modified
on 3/24/2020 (nms). (Entered: 03/24/2020)

03/24/2020

|w
n

SO ORDERED, re 34 Stipulation to Stay Pending Appeal to the Federal Circuit.
Signed by Judge Richard G. Andrews on 3/24/2020. (nms) (Entered:
03/24/2020)

| PACER Service Center |

| Transaction Receipt |

| 03/24/2020 15:21:33 |

PA(?ER haug0105:2549729:0 Client IA597
Login:

Code:

Search 1:20-cv-00325-RGA
Description: |[Docket Report Criteria: Start date: 1/1/1971
" |[End date: 3/24/2020

Billable

6 Cost: 0.60
Pages:

https://ecf.ded.uscourts.gov/cgi-bin/DktRpt.pl?498689451946107-L 1 0-1 3/24/2020
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IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF DELAWARE
TAKEDA PHARMACEUTICALS U.S.A.,
INC.,
Plaintift, Civil Action No. 19-2216-RGA
V.
MYLAN PHARMACEUTICALS, INC.,

Defendant.

MEMORANDUM ORDER

Currently before the Court is Plaintiff Takeda Pharmaceuticals U.S.A., Inc.’s Motion for a
Preliminary Injunction to prohibit Defendant Mylan Pharmaceuticals Inc. from launching a
generic version of the drug Colcrys. (D.I. 12). The matter has been fully briefed. (D.I. 13, D.L.
91, D.I. 101). T heard oral argument on January 21, 2020. Because Plaintiff has failed to show it
is likely to succeed on the merits or that it will suffer irreparable harm, the Motion is DENIED.
L. BACKGROUND

Colcrys, a branded version of the drug colchicine, is approved by the Food and Drug
Administration (FDA) to treat and prevent gout flares and familial Mediterranean fever. (D.I. 15,
Ex. 2). Takeda has seventeen patents listed for Colcrys in the FDA’s “Orange Book.” (D.I. 15,
Ex. 4). In 2016, Mylan filed an Abbreviated New Drug Application (ANDA) with the FDA,
seeking approval of a generic colchicine product. (D.I. 92, Meckstroth Decl., § 6). Based on that

filing, Takeda sued Mylan for infringement of its seventeen Colcrys patents. Takeda

Appx9
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Pharmaceuticals U.S.A., Inc.v. Mylan Pharmaceuticals Inc., No. 16-cv-987-RGA. The parties
settled their lawsuit on November 7, 2017.

As part of that settlement, the parties signed a License Agreement, which allows Mylan to
sell a generic colchicine product, but only after a specified date. (D.I. 15, Ex. 1, “Agreement.”)
Section 1.2 provides several situations, however, in which Mylan can launch its generic product
before that date. Section 1.2(d) states that Mylan is entitled to launch a generic at:

The date that is [a specified time period] after the date of a Final Court Decision

(as defined in Exhibit A) holding that all unexpired claims of the Licensed Patents

that were asserted and adjudicated against a Third Party are either (i) not

infringed, or (ii) any combination of not infringed and invalid or unenforceable;

(Id.). Exhibit A defines a “Final Court Decision” as “the entry by a federal court of a final
judgment from which no appeal (other than a petition to the Supreme Court for a writ of
certiorari) has been or can be taken.” (/d.). The “Licensed Patents” include the seventeen
Colcrys Orange Book patents Takeda had asserted against Mylan. (/d.). A “Third Party”
is a “Person other than a Party or an Affiliate of a Party.” (/d.).

According to Mylan, Section 1.2(d) was triggered by my decision in a separate
case, Takeda Pharm., U.S.A., Inc. v. West-Ward Pharm. Corp., No. 14-cv-1268-RGA. In
that litigation, Takeda asserted eight of its Colcrys patents against West-Ward, but, during
summary judgment briefing, it indicated it was “willing” to dismiss five of them (No. 14-
cv-1268-RGA, D.I. 361 at 1 n.2), which it did “with prejudice” a few weeks later. (/d.,

D.I. 376). I granted summary judgment of non-infringement on the remaining three
patents. 2018 WL 6521922 (D. Del. Dec. 12, 2018). There was no appeal.

On October 28, 2019, Mylan notified Takeda that it planned to “immediately start
selling” a generic colchicine product “pursuant to the Parties’ November 7, 2017 license

2
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agreement (Section 1.2(d)).” (D.L. 15, Ex. 11). Takeda sued Mylan on December 2, 2019
for patent infringement and breach of contract. (D.I. 2). Takeda filed this Motion for a
Preliminary Injunction three days later, seeking to enjoin Mylan and anyone acting on
Mylan’s behalf from: “(1) commercially manufacturing, using, offering to sell, or selling
within the United States its generic version of Takeda’s oral single-active-ingredient
colchicine brand drug Colcrys® (the ‘Mylan ANDA Product’); (2) entering into and/or
continuing discussions with current customers and potential customers regarding the
availability of the Mylan ANDA Product; and (3) distributing or shipping the Mylan
ANDA Product to customers.” (D.I. 12). The parties agreed to a stipulation about further
sales and distribution of the “Mylan ANDA Product” pending these proceedings. (D.1. 7
at 2).
IL LEGAL STANDARD

“A plaintiff seeking a preliminary injunction must establish [1] that he is likely to succeed
on the merits, [2] that he is likely to suffer irreparable harm in the absence of preliminary relief,
[3] that the balance of equities tips in his favor, and [4] that an injunction is in the public
interest.” Winter v. Nat. Res. Def. Council, Inc., 555 U.S. 7, 20 (2008). “A preliminary injunction
is an extraordinary remedy never awarded as of right.” /d. at 24.
III. DISCUSSION

Takeda has failed to show it is likely to succeed on the merits. The critical issue here is
whether Section 1.2(d) of the License Agreement permits Mylan to launch its generic colchicine
product. The provision applies to a “Final Court Decision,” which is defined as “a final judgment

from which no appeal . . . has been or can be taken.” In West-Ward, 1 granted summary judgment
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for the defendant, and Takeda did not appeal within 30 days. That decision is therefore a final
judgment, from which appeal is no longer possible. Fed. R. Civ. P. 4(a)(1)(A). It is undisputed
that my summary judgment decision in West-Ward was a “Final Court Decision.” It is also
undisputed that Mylan has satisfied the provision’s waiting period.

Section 1.2(d) applies if the “Final Court Decision” found the patents were “either (i) not
infringed, or (ii) any combination of not infringed and invalid or unenforceable.” In West-Ward, 1
granted summary judgment because a reasonable jury could not have found that the defendant
had induced infringement of the three Colcrys patents at issue. West-Ward, 2018 WL 6521922, at
*6. Therefore, for purposes of Section 1.2(d), my West-Ward ruling was a “Final Court Decision”
holding that those three patents were “not infringed.” Takeda does not dispute this conclusion.
(See D.I. 13 at 11-12).

Takeda argues nevertheless that the West-Ward decision did not trigger Section 1.2(d)
because I only ruled on the three patents that were still at issue, and not on the other five that
Takeda had dismissed with prejudice. (/d.). For Section 1.2(d) to apply, a court must find that “all
unexpired claims of the Licensed Patents that were asserted and adjudicated against a Third Party
are” not infringed or invalid. According to Takeda, only three patents were “adjudicated,” while a
total of eight were “asserted.” (D.I. 13 at 11.). Therefore, Takeda reasons, the summary judgment
decision did not cover “all” unexpired claims of the Licensed Patents at issue. (/d.)

I do not think this is a correct reading of the Agreement. Section 1.2(d) applies to patent
claims that were “asserted and adjudicated,” not to patent claims that were “asserted or
adjudicated.” In West-Ward, claims from eight patents were “asserted,” but claims from only

three patents were “asserted and adjudicated.” Thus, only those three patents matter for purposes
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of Section 1.2(d). Of the three patents that were “asserted and adjudicated” in West-Ward, “all” of
their unexpired claims were found not infringed. That decision thus triggered Section 1.2(d),
which “entitle[s]” Mylan to launch a generic version of Colcrys. I conclude therefore that Takeda
has not shown it is likely to succeed on the merits of its patent infringement or breach of contract
claims.

Takeda argues that this reading of the Agreement conflicts with the intent of the parties.
(D.L. 13 at 12-13). According to Takeda, the purpose of Section 1.2(d) was to ensure Mylan could
enter the market if there was some change to the status quo that allowed the launch of other
generic Colcrys products. (/d. at 12). Takeda asserts that Mitigare, the drug in dispute in West-
Ward, is not a generic version of Colcrys, and therefore the parties did not envision that a
judgment involving Mitigare could trigger Section 1.2(d). (/d.). Mylan notes that Mitigare, like
Colcrys, is a 0.6 mg colchicine product. (D.I. 91 at 13). While it is undisputed that Mitigare is
not a generic version of Colcrys, it does not follow that the language of the contract, as
understood by an objective, reasonable third party, requires that Section 1.2(d) is limited to
litigation over the possible introduction of generic Colerys products. See Exelon Generation
Acquisitions, LLC v. Deere & Co., 176 A.3d 1262, 1267 (Del. 2017) (“[B]ecause Delaware
adheres to an objective theory of contracts, the contract’s construction should be that which
would be understood by an objective, reasonable third party.”). Section 1.2(d) makes no mention
of generic Colcrys products. By contrast, Sections 1.2(b) and 1.2(f) refer to the sale of a “Generic
Equivalent” of Colcrys, and Section 1.2(e) refers to the sale of “Authorized Generic Products” of
Colerys. The parties therefore clearly knew how to condition provisions of the contract on the

launch of generic Colcrys products, but they chose not to condition Section 1.2(d) in such a way.
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West-Ward is a “Third Party” for purposes of Section 1.2(d). The Agreement defines a
“Third Party” as a “Person other than a Party or an Affiliate of a Party,” i.e., Takeda or Mylan.
Section 1.2(d) is therefore not limited to situations where Takeda has sued claiming that a
generic version of Colcrys infringes some or all of the Licensed Patents. The “Third Party” does
not have to be another generic drug competitor. Rather, the provision can be triggered by a
Takeda lawsuit against any entity other than Mylan or its affiliates.

Takeda’s interpretation would make it trivially easy for Takeda to avoid triggering
Section 1.2(d). Takeda could assert all seventeen Colcrys patents against a third party, and then
simply withdraw one patent (or one claim of one patent) early in litigation. But even aside from
the possibility of such gamesmanship, it is routine for asserted claims to be dropped throughout
the course of patent litigation. Takeda’s reading of the provision would mean, as a practical
matter, attempts by Takeda to enforce its Colcrys patents would never risk a loss that could open
the door for Mylan. It seems unlikely that Mylan would have bargained for a practically useless
provision. See Osborn ex rel. Osborn v. Kemp, 991 A.2d 1153, 1159 (Del. 2010) (“We will not
read a contract to render a provision or term meaningless or illusory.”).

Takeda’s primary argument for irreparable harm depends on its showing that it is likely to
succeed on the merits. (D.I. 13 at 14). Specifically, Takeda cites Section 1.10 of the Agreement,
which stipulates that a breach of the Agreement would cause irreparable harm. Because it is
unlikely that Mylan breached the Agreement, however, this stipulation is unlikely to be effective.
Without consideration of Section 1.10, I do not find that Takeda has shown it will suffer
irreparable harm absent a preliminary injunction. Money damages would remedy any harm

Takeda will suffer as a result of Mylan launching its product. See Frank’s GMC Truck Ctr., Inc. v.
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