
2020-1545 
                                                                                                        

 United States Court of Appeals for the Federal Circuit 
  

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

Plaintiff - Appellant, 
 

v. 
ALKEM LABORATORIES LIMITED AND  

ASCEND LABORATORIES, LLC,  
Defendants - Appellees. 

 
   
 

Appeal from the United States District Court for the District of Delaware  
in Case No. 1:20-cv-00325-RGA, Judge Richard G. Andrews 

 
BRIEF FOR PLAINTIFF-APPELLANT 

 
 
 

Edgar H. Haug 
Porter F. Fleming 
Jonathan A. Herstoff 
Camille Y. Turner 
HAUG PARTNERS LLP 
745 Fifth Avenue, 10th Floor 
New York, New York 10151 
(212) 588-0800 
ehaug@haugpartners.com 
 
Attorneys for Plaintiff-Appellant 
Takeda Pharmaceuticals U.S.A., Inc. 
 

March 27, 2020 
 

  
 Becker Gallagher  ·  Cincinnati, OH  ·  Washington, D.C. ·  800.890.5001 



FORM 9. Certificate of Interest                      Form 9 
    Rev. 10/17 

UNITED STATES COURT OF APPEALS FOR THE FEDERAL CIRCUIT 
 

       v.        
 

Case No.     
 

CERTIFICATE OF INTEREST 
 

Counsel for the: 
 (petitioner)  (appellant)  (respondent)  (appellee)  (amicus)  (name of party) 

 
 
 
                
certifies the following (use “None” if applicable; use extra sheets if necessary): 
 

1. Full Name of Party 
Represented by me 

2. Name of Real Party in interest 
(Please only include any real party 

in interest NOT identified in 
Question 3) represented by me is: 

3. Parent corporations and 
publicly held companies 
 that own 10% or more of 

stock in the party 
   

   

   

   

   

   

   

4.    The names of all law firms and the partners or associates that appeared for the party or amicus now 
represented by me in the trial court or agency or are expected to appear in this court (and who have not 
or will not enter an appearance in this case) are: 

  

Takeda Pharmaceuticals U.S.A., Inc. Alkem Laboratories Ltd. and Ascend Laboratories, LLC

2020-1545

Takeda Pharmaceuticals U.S.A., Inc.

Takeda Pharmaceuticals U.S.A., Inc. None Takeda Pharmaceutical Company Limited; Takeda Pharmaceutical International AG

Francis DiGiovanni, Faegre Drinker Biddle & Reath LLP
Thatcher Rahmeier, Faegre Drinker Biddle & Reath LLP



FORM 9. Certificate of Interest                      Form 9 
    Rev. 10/17 

 
5.    The title and number of any case known to counsel to be pending in this or any other court or agency 
that will directly affect or be directly affected by this court’s decision in the pending appeal. See Fed. Cir. 
R. 47. 4(a)(5) and 47.5(b).  (The parties should attach continuation pages as necessary).   
 
 
 
 
 
 
 

 

 
              
        Date     Signature of counsel 
 
Please Note: All questions must be answered        
         Printed name of counsel 
 
cc:         
 

Takeda Pharmaceuticals U.S.A., Inc. v. Mylan Pharm. Inc., No. 2020-1407 and 2020-1417 (Fed. Cir.)
Takeda Pharmaceuticals U.S.A., Inc. v. Mylan Pharm. Inc., No. 1:19-cv-02216-RGA (D. Del.)
Takeda Pharmaceuticals U.S.A., Inc. v. Alkem Labs. Ltd. et al., No. 20-325-RGA (D. Del.)

3/27/2020 /s/ Edgar H. Haug

Edgar H. Haug

Reset Fields



 

 –  ii  –  

TABLE OF CONTENTS 
 
CERTIFICATE OF INTEREST .................................................................. i 

TABLE OF AUTHORITIES ....................................................................... v 

STATEMENT OF RELATED CASES ..................................................... vii 

JURISDICTIONAL STATEMENT ............................................................ 1 

STATEMENT OF THE ISSUES ................................................................ 1 

STATEMENT OF THE CASE ................................................................... 2 

I.  Colcrys® .............................................................................................. 2 

II.  Colcrys® Hatch-Waxman Patent Litigation and 
Settlements ........................................................................................ 3 

III.  Mitigare® ............................................................................................ 7 

IV.  Alkem’s Breach of License Agreement ............................................. 9 

V.  Pending Federal Circuit Appeal Regarding Mylan’s 
Breach of the Mylan License Agreement ....................................... 13 

SUMMARY OF THE ARGUMENT ......................................................... 14 

ARGUMENT ............................................................................................. 18 

I.  Legal Standards .............................................................................. 18 

II.  The District Court Misinterpreted the Contract, and 
Under the Correct Interpretation Takeda Is Likely to 
Succeed on the Merits ..................................................................... 19 

A.  Section 1.2(d) Is Triggered Only When There Is a 
Final Court Decision Holding All Asserted and 
Adjudicated Claims Not Infringed ........................................ 19 

1.  The License Agreement Allows Alkem to 
Launch Before the Date-Certain Only 
Under Limited Circumstances ..................................... 19 



 

 –  iii  –  

2.  The Circumstances Allowing Alkem to 
Launch Under Section 1.2(d) Have Not 
Been Met ....................................................................... 20 

3.  The Clear Intent of the Parties Was that the 
West-Ward Litigation Would Not Trigger 
Section 1.2(d) ................................................................. 23 

B.  The District Court’s Decision Is Premised on 
Several Errors of Law ............................................................ 26 

1.  The District Court’s Interpretation of 
Section 1.2(d) Gives No Meaning to the 
Terms “all” or “asserted” ............................................... 26 

2.  The District Court Incorrectly Drew 
Parallels Between Section 1.2(d) and Other 
License Triggers Without Recognizing Key 
Distinctions ................................................................... 28 

3.  There Is Nothing in the Record that 
Supports the District Court’s Assumption 
that Alkem Would Not Have Agreed to 
Section 1.2(d) Under Takeda’s 
Interpretation ................................................................ 30 

4.  The District Court Erred in Determining 
that Takeda’s Interpretation of Section 
1.2(d) Would Render the Provision 
“practically useless” ...................................................... 34 

III.  The Remaining Preliminary-Injunction Factors Tip 
Decidedly in Takeda’s Favor ........................................................... 39 

A.  Alkem’s Express Contractual Stipulation that 
Any Breach of the License Agreement Would 
Entitle Takeda to Immediate Injunctive Relief 
Demonstrates that the Remaining Factors Favor 
Takeda .................................................................................... 39 



 

 –  iv  –  

B.  Even Apart from the Stipulation, the Remaining 
Factors Weigh Decisively in Takeda’s Favor ........................ 40 

CONCLUSION ......................................................................................... 44 



 

 –  v  –  

TABLE OF AUTHORITIES 

Cases 

Abbott Labs. v. Sandoz, Inc.,  
544 F.3d 1341 (Fed. Cir. 2008) ....................................................... 42 

Apotex, Inc. v. Daiichi Sankyo, Inc.,  
781 F.3d 1356 (Fed. Cir. 2015) ....................................................... 37 

Aria Diagnostics, Inc. v. Sequenom, Inc.,  
726 F.3d 1296 (Fed. Cir. 2013) ....................................................... 41 

Bio-Rad Labs., Inc. v. 10X Genomics, Inc.,  
No. 15-CV-152-RGA, 2019 WL 3322322  
(D. Del. July 24, 2019) ..................................................................... 41 

Caraco Pharm. Labs., Ltd. v. Forest Labs., Inc.,  
527 F.3d 1278 (Fed. Cir. 2008) ....................................................... 37 

Cirrus Holding Co. v. Cirrus Ind., Inc.,  
794 A.2d 1191 (Del. Ch. 2001) .................................................. 13, 40 

Endo Pharm. Inc. v. Actavis, Inc.,  
746 F.3d 1371 (Fed. Cir. 2014) ....................................................... 19 

Endo Pharm. Inc. v. Mylan Techs. Inc.,  
No. 11-220-GMS, 2013 WL 936452  
(D. Del. Mar. 11, 2013) .................................................................... 31 

GMG Capital Inv., LLC. v. Athenian Venture Partners I, L.P.,  
36 A.3d 776 (Del. 2012) ................................................................... 25 

Hemstreet v. Spiegel, Inc.,  
851 F.2d 348 (Fed. Cir. 1988) ......................................................... 43 

Levi Strauss & Co. v. Abercrombie & Fitch Trading Co.,  
719 F.3d 1367 (Fed. Cir. 2013) ....................................................... 22 

Lorillard Tobacco Co. v. Am. Legacy Found.,  
903 A.2d 728 (Del. 2006) ................................................................. 23 



 

 –  vi  –  

Osborn ex rel. Osborn v. Kemp,  
991 A.2d 1153 (Del. 2010) ............................................................... 27 

Sanofi-Aventis v. FDA,  
725 F. Supp. 2d 92 (D.D.C. 2010) ................................................... 32 

Sanofi-Synthelabo v. Apotex, Inc.,  
470 F.3d 1368 (Fed. Cir. 2006) ................................................. 19, 43 

TP Group-CI, Inc. v. Vetecnik,  
No. 16-623-RGA, 2016 WL 5864030 (D. Del. Oct. 6, 2016) ..... 39, 43 

Trebro Mfg. Inc. v. Firefly Equip., LLC,  
748 F.3d 1159 (Fed. Cir. 2014) ....................................................... 18 

Winter v. Natural Res. Def. Council, Inc.,  
555 U.S. 7 (2008) ............................................................................. 18 

Statutes 

21 U.S.C. § 355(j)(5)(B)(iii)(I) ............................................................. 31, 32 

28 U.S.C. § 1292(a)(1) ................................................................................. 1 

28 U.S.C. § 1292(c)(1) ................................................................................. 1 

28 U.S.C. § 1331.......................................................................................... 1 

28 U.S.C. § 1332.......................................................................................... 1 

28 U.S.C. § 1338(a) ..................................................................................... 1 

28 U.S.C. § 2107(a) ..................................................................................... 1 

Rules 

Fed. R. App. P. 4(a)(1) ................................................................................ 1 

Fed. R. Civ. P. 41(a)(1)(A)(i) ..................................................................... 36 

Fed. R. Civ. P. 41(a)(2) ............................................................................. 36 

 



 

 –  vii  –  

STATEMENT OF RELATED CASES 

Aside from the district court proceedings that remain pending in 

this case, Takeda Pharm. U.S.A., Inc. v. Mylan Pharm. Inc., No. 1:19-

cv-02216-RGA (D. Del.), and Takeda Pharm. U.S.A., Inc. v. Mylan 

Pharm. Inc., No. 20-1407, -1417 (Fed. Cir.), there are no other cases 

pending in any court or agency that will directly affect or be directly 

affected by the Federal Circuit’s decision in this appeal. 

 



 
 

JURISDICTIONAL STATEMENT 

The district court exercised jurisdiction under 28 U.S.C. §§ 1331, 

1332, and 1338(a).  This Court has jurisdiction pursuant to 28 U.S.C. § 

1292(a)(1) and 1292(c)(1) because this appeal is from the district court’s 

order denying Takeda’s motion for a preliminary injunction against 

Defendants-Appellees Alkem Laboratories Limited and Ascend 

Laboratories, LLC (collectively “Alkem”).  On March 5, 2020, the district 

court entered an order denying Takeda’s motion for a preliminary 

injunction.  Takeda timely filed a notice of appeal on March 6, 2020.   

28 U.S.C. § 2107(a); Fed. R. App. P. 4(a)(1). 

STATEMENT OF THE ISSUES 

1.   Section 1.2(d) of the License Agreement at issue in this case 

permits Alkem to launch its generic Colcrys® product a specified time 

period “after the date of a Final Court Decision . . . holding that all 

unexpired claims of the Patents-in-Suit that were asserted and 

adjudicated against a Third Party are either (i) not infringed, or (ii) any 

combination of not infringed and/or invalid, unpatentable, or 

unenforceable[.]”  The district court held that Takeda is unlikely to 

succeed in its argument that Alkem was not entitled to launch its 

generic product.  Did the district court err in concluding that Section 
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1.2(d) was likely triggered by a court decision that: (A) held only three 

out of the eight asserted patents to be not infringed; and (B) reached no 

determination regarding noninfringement, invalidity, unpatentability, 

or unenforceability with respect to the remaining five patents? 

2.   Based on the correct interpretation of the License 

Agreement, did the district court abuse its discretion in denying 

Takeda’s motion for a preliminary injunction?  

3.   Based on the correct interpretation of the License 

Agreement, did the district court abuse its discretion in finding that 

there was no irreparable harm based on Section 1.10 of the License 

Agreement which provides that Takeda “shall be entitled to immediate 

injunctive relief” in the event of a breach, and that a breach by Alkem of 

the License Agreement, “would cause Takeda irreparable harm”? 

STATEMENT OF THE CASE 

I. Colcrys® 

Takeda’s product Colcrys® (colchicine, 0.6 mg tablets) is indicated 

for the prophylaxis and treatment of gout flares in adults and for 

familial Mediterranean fever (“FMF”).  Appx1081(¶ 17); Appx571.  

Colcrys® was the first pharmaceutical product approved by the United 

States Food and Drug Administration (“FDA”) that contained colchicine 
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