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UNITED STATES DISTRICT COURT 

DISTRICT OF NEW JERSEY 

HORIZON ORPHAN LLC, HORIZON 
THERAPEUTICS USA, INC., and  
THE REGENTS OF THE UNIVERSITY OF 
CALIFORNIA, 

Plaintiffs, 
v. 

TEVA PHARMACEUTICALS, INC.,  
Defendant. 

 
Civil Action No. __________________ 

 
 

COMPLAINT FOR 
PATENT INFRINGEMENT 

 
(Filed Electronically) 

 
 

 

Plaintiffs Horizon Orphan LLC (“Horizon Orphan”), Horizon Therapeutics USA, 

Inc. (“Horizon USA”) (together, “Horizon”), and The Regents of the University of California 

(“UC”) (collectively, “Plaintiffs”), for their Complaint against Teva Pharmaceuticals, Inc. 

(“Teva” or “Defendant”), hereby allege as follows:  
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THE PARTIES 

1. Horizon Orphan is a corporation organized and existing under the laws of 

the State of Delaware, having its principal place of business at 1 Horizon Way, Deerfield, Illinois 

60015. 

2. Horizon USA is a corporation organized and existing under the laws of the 

State of Delaware, having its principal place of business at 1 Horizon Way, Deerfield, Illinois 

60015. 

3. UC is a California non-profit constitutional corporation and the governing 

body of an educational institution, having its principal place of business at 1111 Franklin Street, 

Oakland, California 94607. 

4. Upon information and belief, defendant Teva is a corporation organized 

and existing under the laws of the state of Delaware, having its principal place of business at 400 

Interpace Parkway, Parsippany, New Jersey 07054.  Upon information and belief, Teva was 

incorporated in Delaware on October 23, 2020, under File Number 3960741.   

NATURE OF THE ACTION 

5. This is a civil action for infringement of United States Patent No. 

8,026,284 (“the ’284 patent”), United States Patent No. 9,192,590 (“the ’590 patent”), United 

States Patent No. 9,198,882 (“the ’882 patent”), United States Patent No. 9,173,851 (“the ’851 

patent”), United States Patent No. 9,233,077 (“the ’077 patent”),  and United States Patent No. 

10,143,665 (“the ’665 patent”) (collectively, “the patents-in-suit”).  This action arises under the 

patent laws of the United States, 35 U.S.C. §§ 100 et seq., as well as the Declaratory Judgment 

Act, 28 U.S.C. §§ 2201-02. 
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JURISDICTION AND VENUE 

6. This Court has jurisdiction over the subject matter of this action pursuant 

to 28 U.S.C. §§ 1331 and 1338(a) and the Declaratory Judgment Act, 28 U.S.C. §§ 2201-02. 

7. This Court may declare the rights and other legal relations of the parties 

pursuant to 28 U.S.C. §§ 2201-02 because this case is an actual controversy within the Court’s 

jurisdiction. 

8. This Court has personal jurisdiction over Teva because, inter alia, Teva 

has committed, aided, abetted, contributed to, and/or participated in the commission of a tortious 

act of patent infringement that has led to and/or will lead to foreseeable harm and injury to 

Plaintiffs, including in New Jersey.  Upon information and belief, following approval of Teva’s 

Abbreviated New Drug Application (“ANDA”) Nos. 215410 and 216771, Teva will make, use, 

import, sell, and/or offer for sale its proposed generic versions of PROCYSBI® brand products in 

the United States, including in New Jersey, prior to the expiration of the patents-in-suit.  This 

Court has personal jurisdiction over Teva for the additional reasons set forth below and for other 

reasons that will be presented to the Court if jurisdiction is challenged. 

9. This Court also has personal jurisdiction over Teva by virtue of, inter alia, 

the fact that it has availed itself of the rights and benefits of the laws of New Jersey by engaging 

in systematic and continuous contacts with New Jersey.  Upon information and belief, Teva 

maintains a physical presence in New Jersey with a manufacturing and research and 

development facility located in New Jersey, and is registered to do business in New Jersey.  

Upon information and belief, Teva regularly and continuously transacts business within New 

Jersey, including by developing, manufacturing, marketing, and selling generic pharmaceutical 

products.  Upon information and belief, Teva derives substantial revenue from the sale of those 
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products in New Jersey and has availed itself of the privilege of conducting business within New 

Jersey.   

10. Upon information and belief, Teva filed or caused to be filed ANDA No. 

215410 with the FDA. 

11. Upon information and belief, Teva filed or caused to be filed ANDA No. 

216771 with the FDA.   

12. Upon information and belief, Teva has continuously placed its products 

into the stream of commerce for distribution and consumption in the State of New Jersey and 

throughout the United States, and thus has engaged in the regular conduct of business within this 

Judicial District. 

13. Venue is proper in this Judicial District as to Teva pursuant to 28 U.S.C. 

§§ 1391(b), (c), and/or (d), and 1400(b) because Teva has committed and will commit further 

acts of infringement in this Judicial District.  Venue is also proper in this Judicial District as to 

Teva because Teva has a regular and established place of business in New Jersey, and for other 

reasons that will be presented to the Court if such venue is challenged. 

THE PATENTS-IN-SUIT 

14. On September 27, 2011, the ’284 patent, titled “Enterically Coated 

Cystamine, Cysteamine and derivatives thereof,” was duly and legally issued.  UC is the owner 

of the ’284 patent.  A copy of the ’284 patent is attached as Exhibit A. 

15. Horizon is an exclusive licensee of the ’284 patent. 

16. On November 24, 2015, the ’590 patent, titled “Enterically Coated 

Cysteamine, Cystamine and derivatives thereof,” was duly and legally issued.  UC is the owner 

of the ’590 patent.  A copy of the ’590 patent is attached as Exhibit B. 

17. Horizon is an exclusive licensee of the ’590 patent. 
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18. On December 1, 2015, the ’882 patent, titled “Enterically Coated 

Cysteamine, Cystamine and derivatives thereof,” was duly and legally issued.  UC is the owner 

of the ’882 patent.  A copy of the ’882 patent is attached as Exhibit C. 

19. Horizon is an exclusive licensee of the ’882 patent. 

20. On November 3, 2015, the ’851 patent, titled “Delayed Release 

Cysteamine Bead Formulation, and Methods of Making and Using Same,” was duly and legally 

issued.  Horizon Orphan and UC are co-owners of the ’851 patent.  A copy of the ’851 patent is 

attached as Exhibit D. 

21. Horizon USA is an exclusive licensee of the ’851 patent. 

22. On January 12, 2016, the ’077 patent, titled “Delayed Release Cysteamine 

Bead Formulation, and Methods of Making and Using Same,” was duly and legally issued.  

Horizon Orphan and UC are co-owners of the ’077 patent.  A copy of the ’077 patent is attached 

as Exhibit E. 

23. Horizon USA is an exclusive licensee of the ’077 patent. 

24. On December 4, 2018, the ’665 patent, titled “Methods for Storing 

Cysteamine Formulations and Related Methods of Treatment,” was duly and legally issued.  

Horizon Orphan is the owner of the ’665 patent.  A copy of the ’665 patent is attached as Exhibit 

F. 

25. Horizon USA is the exclusive licensee of the ’665 patent. 

ACTS GIVING RISE TO THIS ACTION 

26. Horizon USA holds approved New Drug Application (“NDA”) No. 

203389 for cysteamine bitartrate delayed release capsules, which it markets and sells in the 

United States under the brand name “PROCYSBI®.” 
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27. Horizon USA holds approved NDA No. 213491 for cysteamine bitartrate 

delayed release oral granules, which it markets and sells in the United States under the brand 

name “PROCYSBI®.” 

28. Pursuant to 21 U.S.C. § 355(b)(l), the patents-in-suit are listed in the 

United States Food and Drug Administration (“FDA”) publication titled, “Approved Drug 

Products with Therapeutic Equivalence Evaluations” (also known as the “Orange Book”) as 

covering PROCYSBI® brand cysteamine bitartrate delayed release capsules or their use. 

29. Pursuant to 21 U.S.C. § 355(b)(l), the patents-in-suit are listed in the 

United States Food and Drug Administration (“FDA”) publication titled “Approved Drug 

Products with Therapeutic Equivalence Evaluations” (also known as the “Orange Book”) as 

covering PROCYSBI® brand cysteamine bitartrate delayed release oral granules or their use. 

30. Upon information and belief, Teva submitted ANDA No. 215410 to the 

FDA under § 505(j) of the Federal Food, Drug and Cosmetic Act (21 U.S.C. § 355(j)) seeking 

the FDA approval necessary to engage in the commercial manufacture, use, sale, offer for sale 

in, and/or importation into the United States, including the State of New Jersey, of generic 25 mg 

and 75 mg cysteamine bitartrate delayed release capsules (“the Teva Generic Capsule Product”) 

prior to the expiration of certain Orange Book-listed patents for the treatment of nephropathic 

cystinosis.   

31. Upon information and belief, Teva submitted ANDA No. 216771 to the 

FDA under § 505(j) of the Federal Food, Drug and Cosmetic Act (21 U.S.C. § 355(j)) seeking 

the FDA approval necessary to engage in the commercial manufacture, use, sale, offer for sale 

in, and/or importation into the United States, including the State of New Jersey, of generic 75 mg 

and 300 mg cysteamine bitartrate delayed release oral granules in packets (“the Teva Generic 

Oral Granules Product”) (together with the Teva Generic Capsule Product, “the Teva Generic 
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Products”) prior to the expiration of certain Orange Book-listed patents for the treatment of 

nephropathic cystinosis.   

32. Plaintiffs commenced this action within 45 days of the date of receipt of 

Teva’s written notification of ANDA No. 215410 and its accompanying § 505(j)(2)(A)(vii)(IV) 

certification dated February 15, 2022 (“Teva’s ANDA No. 215410 Notice Letter”). 

33. Plaintiffs commenced this action within 45 days of the date of receipt of 

Teva’s written notification of ANDA No. 216771 and its accompanying § 505(j)(2)(A)(vii)(IV) 

certification dated February 1, 2022 (“Teva’s ANDA No. 216771 Notice Letter”) (together with 

Teva’s ANDA No. 215410 Notice Letter, “Teva’s ANDA Notice Letters”). 

34. Teva’s ANDA Notice Letters contained an Offer of Confidential Access 

(“OCA”) to certain confidential information regarding the Teva Generic Products.  Plaintiffs 

submitted markups of the OCA in an attempt to negotiate the terms for confidential access.  As 

of the filing of this Complaint, however, Plaintiffs have not received any response from Teva. 

35. To date, Teva has not provided Plaintiffs with a copy of any portions of 

ANDA Nos. 215410 or 216771 or any information regarding the Teva Generic Products, beyond 

the information set forth in Teva’s ANDA Notice Letters.  The limited information relating to the 

Teva Generic Products that was provided in Teva’s ANDA Notice Letters does not demonstrate 

that the Teva Generic Products, which Teva has asked the FDA to approve for sale in the U.S., 

will not fall within the scope of issued claims of the patents-in-suit. 

COUNT I – INFRINGEMENT  
OF THE ’284 PATENT BY TEVA’S ANDA NO. 215410 

 
36. Plaintiffs re-allege paragraphs 1-35 as if fully set forth herein. 

37. Upon information and belief, ANDA No. 215410 specifically seeks FDA 

approval to market a generic version of PROCYSBI® brand 25 mg and 75 mg cysteamine 

bitartrate delayed release capsules prior to the expiration of the ’284 patent. 

Case 1:22-cv-01382-RMB-AMD   Document 1   Filed 03/15/22   Page 7 of 157 PageID: 7



 -8- 

38. Upon information and belief, ANDA No. 215410 includes a Paragraph IV 

Certification that the claims of the ’284 patent are invalid and/or would not be infringed by the 

commercial manufacture, use, sale, offer for sale, or importation into the United States of the 

Teva Generic Capsule Product. 

39. Teva’s submission to the FDA of ANDA No. 215410, including the 

§ 505(j)(2)(A)(vii)(IV) allegations, constitutes infringement of the ’284 patent under 35 U.S.C. 

§ 271. 

40. Upon information and belief, the commercial manufacture, use, sale, offer 

for sale in, and/or importation into the United States of the Teva Capsule Generic Product—if 

approved by the FDA, prior to the expiration of the ’284 patent, and for use in accordance with 

its proposed labeling—would infringe and/or induce and/or contribute to the infringement of the 

’284 patent. 

41. Plaintiffs are entitled to a declaration that, if Teva commercially 

manufactures, uses, offers for sale, or sells its proposed generic versions of PROCYSBI® brand 

products within the United States, imports its proposed generic versions of  PROCYSBI® brand 

products into the United States, and/or induces or contributes to such conduct, Teva will infringe 

the ’284 patent under 35 U.S.C. § 271. 

42. Plaintiffs will be irreparably harmed by Teva’s infringing activities unless 

those activities are enjoined by this Court.  Plaintiffs do not have an adequate remedy at law. 

43. Upon information and belief, Teva was aware of the existence of the ’284 

patent and was aware that the filing of ANDA No. 215410 and the certification with respect to 

the ’284 patent constituted an act of infringement of that patent. 

COUNT II – INFRINGEMENT  
OF THE ’590 PATENT BY TEVA’S ANDA NO. 215410 

 
44. Plaintiffs re-allege paragraphs 1-43 as if fully set forth herein. 
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45. Upon information and belief, ANDA No. 215410 specifically seeks FDA 

approval to market a generic version of PROCYSBI® brand 25 mg and 75 mg cysteamine 

bitartrate delayed release capsules prior to the expiration of the ’590 patent. 

46. Upon information and belief, ANDA No. 215410 includes a Paragraph IV 

Certification that the claims of the ’590 patent are invalid and/or would not be infringed by the 

commercial manufacture, use, sale, offer for sale, or importation into the United States of the 

Teva Generic Capsule Product.   

47. Teva’s submission to the FDA of ANDA No. 215410, including the 

§ 505(j)(2)(A)(vii)(IV) allegations, constitutes infringement of the ’590 patent under 35 U.S.C. 

§ 271. 

48. Upon information and belief, the commercial manufacture, use, sale, offer 

for sale in, and/or importation into the United States of the Teva Generic Capsule Product—if 

approved by the FDA, prior to the expiration of the ’590 patent, and for use in accordance with 

its proposed labeling—would infringe and/or induce and/or contribute to the infringement of the 

’590 patent. 

49. Plaintiffs are entitled to a declaration that, if Teva commercially 

manufactures, uses, offers for sale, or sells its proposed generic versions of PROCYSBI® brand 

products within the United States, imports its proposed generic versions of  PROCYSBI® brand 

products into the United States, and/or induces or contributes to such conduct, Teva will infringe 

the ’590 patent under 35 U.S.C. § 271. 

50. Plaintiffs will be irreparably harmed by Teva’s infringing activities unless 

those activities are enjoined by this Court.  Plaintiffs do not have an adequate remedy at law. 
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51. Upon information and belief, Teva was aware of the existence of the ’590 

patent and was aware that the filing of ANDA No. 215410 and the certification with respect to 

the ’590 patent constituted an act of infringement of that patent. 

COUNT III – INFRINGEMENT  
OF THE ’882 PATENT BY TEVA’S ANDA NO. 215410 

 
52. Plaintiffs re-allege paragraphs 1-51 as if fully set forth herein. 

53. Upon information and belief, ANDA No. 215410 specifically seeks FDA 

approval to market a generic version of Horizon’s PROCYSBI® brand 25 mg and 75 mg 

cysteamine bitartrate delayed release capsules prior to the expiration of the ’882 patent. 

54. Upon information and belief, ANDA No. 215410 includes a Paragraph IV 

Certification that the claims of the ’882 patent are invalid and/or would not be infringed by the 

commercial manufacture, use, sale, offer for sale, or importation into the United States of the 

Teva Generic Capsule Product.   

55. Teva’s submission to the FDA of ANDA No. 215410, including the 

§ 505(j)(2)(A)(vii)(IV) allegations, constitutes infringement of the ’882 patent under 35 U.S.C. 

§ 271. 

56. Upon information and belief, the commercial manufacture, use, sale, offer 

for sale in, and/or importation into the United States of the Teva Generic Capsule Product—if 

approved by the FDA, prior to the expiration of the ’882 patent, and for use in accordance with 

its proposed labeling—would infringe and/or induce and/or contribute to the infringement of the 

’882 patent. 

57. Plaintiffs are entitled to a declaration that, if Teva commercially 

manufactures, uses, offers for sale, or sells its proposed generic versions of PROCYSBI® brand 

products within the United States, imports its proposed generic versions of PROCYSBI® brand 
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products into the United States, and/or induces or contributes to such conduct, Teva will infringe 

the ’882 patent under 35 U.S.C. § 271. 

58. Plaintiffs will be irreparably harmed by Teva’s infringing activities unless 

those activities are enjoined by this Court.  Plaintiffs do not have an adequate remedy at law. 

59. Upon information and belief, Teva was aware of the existence of the ’882 

patent and was aware that the filing of ANDA No. 215410 and the certification with respect to 

the ’882 patent constituted an act of infringement of that patent. 

COUNT IV – INFRINGEMENT  
OF THE ’851 PATENT BY TEVA’S ANDA NO. 215410 

 
60. Plaintiffs re-allege paragraphs 1-59 as if fully set forth herein. 

61. Upon information and belief, ANDA No. 215410 specifically seeks FDA 

approval to market a generic version of PROCYSBI® brand 25 mg and 75 mg cysteamine 

bitartrate delayed release capsules prior to the expiration of the ’851 patent. 

62. Upon information and belief, ANDA No. 215410 includes a Paragraph IV 

Certification that the claims of the ’851 patent are invalid and/or would not be infringed by the 

commercial manufacture, use, sale, offer for sale, or importation into the United States of the 

Teva Generic Capsule Product.  

63. Upon information and belief, the commercial manufacture, use, sale, offer 

for sale in, and/or importation into the United States of the Teva Generic Capsule Product—if 

approved by the FDA, prior to the expiration of the ’851 patent, and for use in accordance with 

its proposed labeling—would infringe and/or induce and/or contribute to the infringement of 

certain additional claims of the ’851 patent. 

64. Teva’s submission to the FDA of ANDA No. 215410, including the 

§ 505(j)(2)(A)(vii)(IV) allegations, constitutes infringement of the ’851 patent under 35 U.S.C. 

§ 271. 

Case 1:22-cv-01382-RMB-AMD   Document 1   Filed 03/15/22   Page 11 of 157 PageID: 11



 -12- 

65. Plaintiffs are entitled to a declaration that, if Teva commercially 

manufactures, uses, offers for sale, or sells its proposed generic versions of PROCYSBI® brand 

products within the United States, imports its proposed generic versions of PROCYSBI® brand 

products into the United States, and/or induces or contributes to such conduct, Teva will infringe 

the ’851 patent under 35 U.S.C. § 271. 

66. Plaintiffs will be irreparably harmed by Teva’s infringing activities unless 

those activities are enjoined by this Court.  Plaintiffs do not have an adequate remedy at law. 

67. Upon information and belief, Teva was aware of the existence of the ’851 

patent and was aware that the filing of ANDA No. 215410 and the certification with respect to 

the ’851 patent constituted an act of infringement of that patent. 

COUNT V – INFRINGEMENT  
OF THE ’077 PATENT BY TEVA’S ANDA NO. 215410 

 
68. Plaintiffs re-allege paragraphs 1-67 as if fully set forth herein. 

69. Upon information and belief, ANDA No. 215410 specifically seeks FDA 

approval to market a generic version of PROCYSBI® brand 25 mg and 75 mg cysteamine 

bitartrate delayed release capsules prior to the expiration of the ’077 patent. 

70. Upon information and belief, ANDA No. 215410 includes a Paragraph IV 

Certification that the claims of the ’077 patent are invalid and/or would not be infringed by the 

commercial manufacture, use, sale, offer for sale, or importation into the United States of the 

Teva Generic Capsule Product.  

71. Upon information and belief, the commercial manufacture, use, sale, offer 

for sale in, and/or importation into the United States of the Teva Generic Capsule Product—if 

approved by the FDA, prior to the expiration of the ’077 patent, and for use in accordance with 

its proposed labeling—would infringe and/or induce and/or contribute to the infringement of 

certain additional claims of the ’077 patent. 
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72. Teva’s submission to the FDA of ANDA No. 215410, including the 

§ 505(j)(2)(A)(vii)(IV) allegations, constitutes infringement of the ’077 patent under 35 U.S.C. 

§ 271. 

73. Plaintiffs are entitled to a declaration that, if Teva commercially 

manufactures, uses, offers for sale, or sells its proposed generic versions of PROCYSBI® brand 

products within the United States, imports its proposed generic versions of PROCYSBI® brand 

products into the United States, and/or induces or contributes to such conduct, Teva will infringe 

the ’077 patent under 35 U.S.C. § 271. 

74. Plaintiffs will be irreparably harmed by Teva’s infringing activities unless 

those activities are enjoined by this Court.  Plaintiffs do not have an adequate remedy at law. 

75. Upon information and belief, Teva was aware of the existence of the ’077 

patent and was aware that the filing of ANDA No. 215410, and the certification with respect to 

the ’077 patent constituted an act of infringement of that patent. 

COUNT VI – INFRINGEMENT  
OF THE ’665 PATENT BY TEVA’S ANDA NO. 215410 

 
76. Plaintiffs re-allege paragraphs 1-75 as if fully set forth herein. 

77. Upon information and belief, ANDA No. 215410 specifically seeks FDA 

approval to market a generic version of PROCYSBI® brand 25 mg and 75 mg cysteamine 

bitartrate delayed release capsules prior to the expiration of the ’665 patent. 

78. Upon information and belief, ANDA No. 215410 includes a Paragraph IV 

Certification that the claims of the ’665 patent are invalid and/or would not be infringed by the 

commercial manufacture, use, sale, offer for sale, or importation into the United States of the 

Teva Generic Capsule Product.   

79. Upon information and belief, the commercial manufacture, use, sale, offer 

for sale in, and/or importation into the United States of the Teva Generic Capsule Product—if 
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approved by the FDA, prior to the expiration of the ’665 patent, and for use in accordance with 

its proposed labeling—would infringe and/or induce and/or contribute to the infringement of 

certain additional claims of the ’665 patent. 

80. Teva’s submission to the FDA of ANDA No. 215410, including the 

§ 505(j)(2)(A)(vii)(IV) allegations, constitutes infringement of the ’665 patent under 35 U.S.C. 

§ 271. 

81. Plaintiffs are entitled to a declaration that, if Teva commercially 

manufactures, uses, offers for sale, or sells its proposed generic versions of PROCYSBI® brand 

products within the United States, imports its proposed generic versions of PROCYSBI® brand 

products into the United States, and/or induces or contributes to such conduct, Teva will infringe 

the ’665 patent under 35 U.S.C. § 271. 

82. Plaintiffs will be irreparably harmed by Teva’s infringing activities unless 

those activities are enjoined by this Court.  Plaintiffs do not have an adequate remedy at law. 

83. Upon information and belief, Teva was aware of the existence of the ’665 

patent and was aware that the filing of ANDA No. 215410 and the certification with respect to 

the ’665 patent constituted an act of infringement of that patent. 

COUNT VII – INFRINGEMENT  
OF THE ’284 PATENT BY TEVA’S ANDA NO. 216771 

 
84. Plaintiffs re-allege paragraphs 1-83 as if fully set forth herein. 

85. Upon information and belief, ANDA No. 216771 specifically seeks FDA 

approval to market a generic version of PROCYSBI® brand 75 mg and 300 mg cysteamine 

bitartrate delayed release oral granules in packets, prior to the expiration of the ’284 patent. 

86. Upon information and belief, ANDA No. 216771 includes a Paragraph IV 

Certification that the claims of the ’284 patent are invalid and/or would not be infringed by the 
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commercial manufacture, use, sale, offer for sale, or importation into the United States of the 

Teva Generic Oral Granules Product. 

87. Teva’s submission to the FDA of ANDA No. 216771, including the 

§ 505(j)(2)(A)(vii)(IV) allegations, constitutes infringement of the ’284 patent under 35 U.S.C. 

§ 271. 

88. Upon information and belief, the commercial manufacture, use, sale, offer 

for sale in, and/or importation into the United States of the Teva Generic Oral Granules 

Product—if approved by the FDA, prior to the expiration of the ’284 patent, and for use in 

accordance with its proposed labeling—would infringe and/or induce and/or contribute to the 

infringement of the ’284 patent. 

89. Plaintiffs are entitled to a declaration that, if Teva commercially 

manufactures, uses, offers for sale, or sells its proposed generic versions of PROCYSBI® brand 

products within the United States, imports its proposed generic versions of  PROCYSBI® brand 

products into the United States, and/or induces or contributes to such conduct, Teva will infringe 

the ’284 patent under 35 U.S.C. § 271. 

90. Plaintiffs will be irreparably harmed by Teva’s infringing activities unless 

those activities are enjoined by this Court.  Plaintiffs do not have an adequate remedy at law. 

91. Upon information and belief, Teva was aware of the existence of the ’284 

patent and was aware that the filing of ANDA No. 216771 and the certification with respect to 

the ’284 patent constituted an act of infringement of that patent. 

COUNT VIII – INFRINGEMENT  
OF THE ’590 PATENT BY TEVA’S ANDA NO. 216771 

 
92. Plaintiffs re-allege paragraphs 1-91 as if fully set forth herein. 
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93. Upon information and belief, ANDA No. 216771 specifically seeks FDA 

approval to market a generic version of PROCYSBI® brand 75 mg and 300 mg cysteamine 

bitartrate delayed release oral granules in packets, prior to the expiration of the ’590 patent. 

94. Upon information and belief, ANDA No. 216771 includes a Paragraph IV 

Certification that the claims of the ’590 patent are invalid and/or would not be infringed by the 

commercial manufacture, use, sale, offer for sale, or importation into the United States of the 

Teva Generic Oral Granules Product.   

95. Teva’s submission to the FDA of ANDA No. 216771, including the 

§ 505(j)(2)(A)(vii)(IV) allegations, constitutes infringement of the ’590 patent under 35 U.S.C. 

§ 271. 

96. Upon information and belief, the commercial manufacture, use, sale, offer 

for sale in, and/or importation into the United States of the Teva Generic Oral Granules 

Product—if approved by the FDA, prior to the expiration of the ’590 patent, and for use in 

accordance with its proposed labeling—would infringe and/or induce and/or contribute to the 

infringement of the ’590 patent. 

97. Plaintiffs are entitled to a declaration that, if Teva commercially 

manufactures, uses, offers for sale, or sells its proposed generic versions of PROCYSBI® brand 

products within the United States, imports its proposed generic versions of  PROCYSBI® brand 

products into the United States, and/or induces or contributes to such conduct, Teva will infringe 

the ’590 patent under 35 U.S.C. § 271. 

98. Plaintiffs will be irreparably harmed by Teva’s infringing activities unless 

those activities are enjoined by this Court.  Plaintiffs do not have an adequate remedy at law. 
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99. Upon information and belief, Teva was aware of the existence of the ’590 

patent and was aware that the filing of ANDA No. 216771 and the certification with respect to 

the ’590 patent constituted an act of infringement of that patent. 

COUNT IX – INFRINGEMENT  
OF THE ’882 PATENT BY TEVA’S ANDA NO. 216771 

 
100. Plaintiffs re-allege paragraphs 1-99 as if fully set forth herein. 

101. Upon information and belief, ANDA No. 216771 specifically seeks FDA 

approval to market a generic version of Horizon’s PROCYSBI® brand 75 mg and 300 mg 

cysteamine bitartrate delayed release oral granules in packets prior to the expiration of the ’882 

patent. 

102. Upon information and belief, ANDA No. 216771 includes a Paragraph IV 

Certification that the claims of the ’882 patent are invalid and/or would not be infringed by the 

commercial manufacture, use, sale, offer for sale, or importation into the United States of the 

Teva Generic Oral Granules Product.   

103. Teva’s submission to the FDA of ANDA No. 216771, including the 

§ 505(j)(2)(A)(vii)(IV) allegations, constitutes infringement of the ’882 patent under 35 U.S.C. 

§ 271. 

104. Upon information and belief, the commercial manufacture, use, sale, offer 

for sale in, and/or importation into the United States of the Teva Generic Oral Granules 

Product—if approved by the FDA, prior to the expiration of the ’882 patent, and for use in 

accordance with its proposed labeling—would infringe and/or induce and/or contribute to the 

infringement of the ’882 patent. 

105. Plaintiffs are entitled to a declaration that, if Teva commercially 

manufactures, uses, offers for sale, or sells its proposed generic versions of PROCYSBI® brand 

products within the United States, imports its proposed generic versions of PROCYSBI® brand 
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products into the United States, and/or induces or contributes to such conduct, Teva will infringe 

the ’882 patent under 35 U.S.C. § 271. 

106. Plaintiffs will be irreparably harmed by Teva’s infringing activities unless 

those activities are enjoined by this Court.  Plaintiffs do not have an adequate remedy at law. 

107. Upon information and belief, Teva was aware of the existence of the ’882 

patent and was aware that the filing of ANDA No. 216771 and the certification with respect to 

the ’882 patent constituted an act of infringement of that patent. 

COUNT X – INFRINGEMENT  
OF THE ’851 PATENT BY TEVA’S ANDA NO. 216771 

 
108. Plaintiffs re-allege paragraphs 1-107 as if fully set forth herein. 

109. Upon information and belief, ANDA No. 216771 specifically seeks FDA 

approval to market a generic version of PROCYSBI® brand 75 mg and 300 mg cysteamine 

bitartrate delayed release oral granules in packets prior to the expiration of the ’851 patent. 

110. Upon information and belief, ANDA No. 216771 includes a Paragraph IV 

Certification that the claims of the ’851 patent are invalid and/or would not be infringed by the 

commercial manufacture, use, sale, offer for sale, or importation into the United States of the 

Teva Generic Capsule Product. 

111. Upon information and belief, the commercial manufacture, use, sale, offer 

for sale in, and/or importation into the United States of the Teva Generic Oral Granules 

Product—if approved by the FDA, prior to the expiration of the ’851 patent, and for use in 

accordance with its proposed labeling—would infringe and/or induce and/or contribute to the 

infringement of certain additional claims of the ’851 patent. 

112. Teva’s submission to the FDA of ANDA No. 216771, including the 

§ 505(j)(2)(A)(vii)(IV) allegations, constitutes infringement of the ’851 patent under 35 U.S.C. 

§ 271. 
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113. Plaintiffs are entitled to a declaration that, if Teva commercially 

manufactures, uses, offers for sale, or sells its proposed generic versions of PROCYSBI® brand 

products within the United States, imports its proposed generic versions of PROCYSBI® brand 

products into the United States, and/or induces or contributes to such conduct, Teva will infringe 

the ’851 patent under 35 U.S.C. § 271. 

114. Plaintiffs will be irreparably harmed by Teva’s infringing activities unless 

those activities are enjoined by this Court.  Plaintiffs do not have an adequate remedy at law. 

115. Upon information and belief, Teva was aware of the existence of the ’851 

patent and was aware that the filing of ANDA No. 216771 and the certification with respect to 

the ’851 patent constituted an act of infringement of that patent. 

COUNT XI – INFRINGEMENT  
OF THE ’077 PATENT BY TEVA’S ANDA NO. 216771 

 
116. Plaintiffs re-allege paragraphs 1-115 as if fully set forth herein. 

117. Upon information and belief, ANDA No. 216771 specifically seeks FDA 

approval to market a generic version of PROCYSBI® brand 75 mg and 300 mg cysteamine 

bitartrate delayed release oral granules in packets prior to the expiration of the ’077 patent. 

118. Upon information and belief, ANDA No. 216771 includes a Paragraph IV 

Certification that the claims of the ’077 patent are invalid and/or would not be infringed by the 

commercial manufacture, use, sale, offer for sale, or importation into the United States of the 

Teva Generic Capsule Product. 

119. Upon information and belief, the commercial manufacture, use, sale, offer 

for sale in, and/or importation into the United States of the Teva Generic Oral Granules 

Product—if approved by the FDA, prior to the expiration of the ’077 patent, and for use in 

accordance with its proposed labeling—would infringe and/or induce and/or contribute to the 

infringement of certain additional claims of the ’077 patent. 
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120. Teva’s submission to the FDA of ANDA No. 216771, including the 

§ 505(j)(2)(A)(vii)(IV) allegations, constitutes infringement of the ’077 patent under 35 U.S.C. 

§ 271. 

121. Plaintiffs are entitled to a declaration that, if Teva commercially 

manufactures, uses, offers for sale, or sells its proposed generic versions of PROCYSBI® brand 

products within the United States, imports its proposed generic versions of PROCYSBI® brand 

products into the United States, and/or induces or contributes to such conduct, Teva will infringe 

the ’077 patent under 35 U.S.C. § 271. 

122. Plaintiffs will be irreparably harmed by Teva’s infringing activities unless 

those activities are enjoined by this Court.  Plaintiffs do not have an adequate remedy at law. 

123. Upon information and belief, Teva was aware of the existence of the ’077 

patent and was aware that the filing of ANDA No. 216771, and the certification with respect to 

the ’077 patent constituted an act of infringement of that patent. 

COUNT XII – INFRINGEMENT  
OF THE ’665 PATENT BY TEVA’S ANDA NO. 216771 

 
124. Plaintiffs re-allege paragraphs 1-123 as if fully set forth herein. 

125. Upon information and belief, ANDA No. 216771 specifically seeks FDA 

approval to market a generic version of PROCYSBI® brand 75 mg and 300 mg cysteamine 

bitartrate delayed release oral granules in packets prior to the expiration of the ’665 patent. 

126. Upon information and belief, ANDA No. 216771 includes a Paragraph IV 

Certification that the claims of the ’665 patent are invalid and/or would not be infringed by the 

commercial manufacture, use, sale, offer for sale, or importation into the United States of the 

Teva Generic Oral Granules Product.   

127. Upon information and belief, the commercial manufacture, use, sale, offer 

for sale in, and/or importation into the United States of the Teva Generic Oral Granules 
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Product—if approved by the FDA, prior to the expiration of the ’665 patent, and for use in 

accordance with its proposed labeling—would infringe and/or induce and/or contribute to the 

infringement of certain additional claims of the ’665 patent. 

128. Teva’s submission to the FDA of ANDA No. 216771, including the 

§ 505(j)(2)(A)(vii)(IV) allegations, constitutes infringement of the ’665 patent under 35 U.S.C. 

§ 271. 

129. Plaintiffs are entitled to a declaration that, if Teva commercially 

manufactures, uses, offers for sale, or sells its proposed generic versions of PROCYSBI® brand 

products within the United States, imports its proposed generic versions of PROCYSBI® brand 

products into the United States, and/or induces or contributes to such conduct, Teva will infringe 

the ’665 patent under 35 U.S.C. § 271. 

130. Plaintiffs will be irreparably harmed by Teva’s infringing activities unless 

those activities are enjoined by this Court.  Plaintiffs do not have an adequate remedy at law. 

131. Upon information and belief, Teva was aware of the existence of the ’665 

patent and was aware that the filing of ANDA No. 216771 and the certification with respect to 

the ’665 patent constituted an act of infringement of that patent. 

PRAYER FOR RELIEF 

WHEREFORE, Plaintiffs request that: 

A. A Judgment be entered declaring that Teva has infringed one or more 

claims of the ’284 patent by submitting ANDA No. 215410; 

B. An Order be issued pursuant to 35 U.S.C. § 271(e)(4)(A) that the effective 

date of any approval of ANDA No. 215410 be a date that is not earlier than the expiration date of 

the ’284 patent, or any later expiration of exclusivity to which Plaintiffs are or become entitled; 
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C. An Order be issued that Teva, its officers, agents, servants, and 

employees, and those persons in active concert or participation with them, are preliminarily and 

permanently enjoined from commercially manufacturing, using, offering for sale, importing, or 

selling the proposed generic versions of PROCYSBI® brand cysteamine bitartrate delayed 

release capsules identified in this Complaint, and any other product that infringes or induces or 

contributes to the infringement of the ’284 patent, prior to its expiration, including any 

extensions to which Plaintiffs are or become entitled;  

D. If Teva engages in the commercial manufacture, use, offer for sale, sale, 

and/or importation into the United States of the proposed generic versions of PROCYSBI® brand 

cysteamine bitartrate delayed release capsules identified in this Complaint prior to the expiration 

of the ’284 patent, a Judgment awarding damages to Plaintiffs resulting from such infringement, 

together with interest; 

E. A Judgment be entered declaring that Teva has infringed one or more 

claims of the ’590 patent by submitting ANDA No. 215410; 

F. An Order be issued pursuant to 35 U.S.C. § 271(e)(4)(A) that the effective 

date of any approval of ANDA No. 215410 be a date that is not earlier than the expiration date of 

the ’590 patent, or any later expiration of exclusivity to which Plaintiffs are or become entitled; 

G. An Order be issued that Teva, its officers, agents, servants, and 

employees, and those persons in active concert or participation with them, are preliminarily and 

permanently enjoined from commercially manufacturing, using, offering for sale, importing, or 

selling the proposed generic versions of PROCYSBI® brand cysteamine bitartrate delayed 

release capsules identified in this Complaint, and any other product that infringes or induces or 

contributes to the infringement of the ’590 patent, prior to its expiration, including any 

extensions to which Plaintiffs are or become entitled;  
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H. If Teva engages in the commercial manufacture, use, offer for sale, sale, 

and/or importation into the United States of the proposed generic versions of PROCYSBI® brand 

cysteamine bitartrate delayed release capsules identified in this Complaint prior to the expiration 

of the ’590 patent, a Judgment awarding damages to Plaintiffs resulting from such infringement 

together with interest; 

I. A Judgment be entered declaring that Teva has infringed one or more 

claims of the ’882 patent by submitting ANDA No. 215410; 

J. An Order be issued pursuant to 35 U.S.C. § 271(e)(4)(A) that the effective 

date of any approval of ANDA No. 215410 be a date that is not earlier than the expiration date of 

the ’882 patent, or any later expiration of exclusivity to which Plaintiffs are or become entitled; 

K. An Order be issued that Teva, its officers, agents, servants, and 

employees, and those persons in active concert or participation with them, are preliminarily and 

permanently enjoined from commercially manufacturing, using, offering for sale, importing, or 

selling the proposed generic versions of PROCYSBI® brand cysteamine bitartrate delayed 

release capsules identified in this Complaint, and any other product that infringes or induces or 

contributes to the infringement of the ’882 patent, prior to its expiration, including any 

extensions to which Plaintiffs are or become entitled;  

L. If Teva engages in the commercial manufacture, use, offer for sale, sale, 

and/or importation into the United States of the proposed generic versions of PROCYSBI® brand 

cysteamine bitartrate delayed release capsules identified in this Complaint prior to the expiration 

of the ’882 patent, a Judgment awarding damages to Plaintiffs resulting from such infringement 

together with interest; 

M. A Judgment be entered declaring that Teva has infringed one or more 

claims of the ’851 patent by submitting ANDA No. 215410; 

Case 1:22-cv-01382-RMB-AMD   Document 1   Filed 03/15/22   Page 23 of 157 PageID: 23



 -24- 

N. An Order be issued pursuant to 35 U.S.C. § 271(e)(4)(A) that the effective 

date of any approval of ANDA No. 215410 be a date that is not earlier than the expiration date of 

the ’851 patent, or any later expiration of exclusivity to which Plaintiffs are or become entitled; 

O. An Order be issued that Teva, its officers, agents, servants, and 

employees, and those persons in active concert or participation with them, are preliminarily and 

permanently enjoined from commercially manufacturing, using, offering for sale, importing, or 

selling the proposed generic versions of PROCYSBI® brand cysteamine bitartrate delayed 

release capsules identified in this Complaint, and any other product that infringes or induces or 

contributes to the infringement of the ’851 patent, prior to its expiration, including any 

extensions to which Plaintiffs are or become entitled;  

P. If Teva engages in the commercial manufacture, use, offer for sale, sale, 

and/or importation into the United States of the proposed generic versions of PROCYSBI® brand 

cysteamine bitartrate delayed release capsules identified in this Complaint prior to the expiration 

of the ’851 patent, a Judgment awarding damages to Plaintiffs resulting from such infringement 

together with interest; 

Q. A Judgment be entered declaring that Teva has infringed one or more 

claims of the ’077 patent by submitting ANDA No. 215410; 

R. An Order be issued pursuant to 35 U.S.C. § 271(e)(4)(A) that the effective 

date of any approval of ANDA No. 215410 be a date that is not earlier than the expiration date of 

the ’077 patent, or any later expiration of exclusivity to which Plaintiffs are or become entitled; 

S. An Order be issued that Teva, its officers, agents, servants, and 

employees, and those persons in active concert or participation with them, are preliminarily and 

permanently enjoined from commercially manufacturing, using, offering for sale, importing, or 

selling the proposed generic versions of PROCYSBI® brand cysteamine bitartrate delayed 
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release capsules identified in this Complaint, and any other product that infringes or induces or 

contributes to the infringement of the ’077 patent, prior to its expiration, including any 

extensions to which Plaintiffs are or become entitled;  

T. If Teva engages in the commercial manufacture, use, offer for sale, sale, 

and/or importation into the United States of the proposed generic versions of PROCYSBI® brand 

cysteamine bitartrate delayed release capsules identified in this Complaint prior to the expiration 

of the ’077 patent, a Judgment awarding damages to Plaintiffs resulting from such infringement 

together with interest; 

U. A Judgment be entered declaring that Teva has infringed one or more 

claims of the ’665 patent by submitting ANDA No. 215410; 

V. An Order be issued pursuant to 35 U.S.C. § 271(e)(4)(A) that the effective 

date of any approval of ANDA No. 215410 be a date that is not earlier than the expiration date of 

the ’665 patent, or any later expiration of exclusivity to which Plaintiffs are or become entitled; 

W. An Order be issued that Teva, its officers, agents, servants, and 

employees, and those persons in active concert or participation with them, are preliminarily and 

permanently enjoined from commercially manufacturing, using, offering for sale, importing, or 

selling the proposed generic versions of PROCYSBI® brand cysteamine bitartrate delayed 

release capsules identified in this Complaint, and any other product that infringes or induces or 

contributes to the infringement of the ’665 patent, prior to its expiration, including any 

extensions to which Plaintiffs are or become entitled;  

X. If Teva engages in the commercial manufacture, use, offer for sale, sale, 

and/or importation into the United States of the proposed generic versions of PROCYSBI® brand 

cysteamine bitartrate delayed release capsules identified in this Complaint prior to the expiration 
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of the ’665 patent, a Judgment awarding damages to Plaintiffs resulting from such infringement 

together with interest; 

Y. A Judgment be entered declaring that Teva has infringed one or more 

claims of the ’284 patent by submitting ANDA No. 216771; 

Z. An Order be issued pursuant to 35 U.S.C. § 271(e)(4)(A) that the effective 

date of any approval of ANDA No. 216771 be a date that is not earlier than the expiration date of 

the ’284 patent, or any later expiration of exclusivity to which Plaintiffs are or become entitled; 

AA. An Order be issued that Teva, its officers, agents, servants, and 

employees, and those persons in active concert or participation with them, are preliminarily and 

permanently enjoined from commercially manufacturing, using, offering for sale, importing, or 

selling the proposed generic versions of PROCYSBI® brand cysteamine bitartrate delayed 

release oral granules identified in this Complaint, and any other product that infringes or induces 

or contributes to the infringement of the ’284 patent, prior to its expiration, including any 

extensions to which Plaintiffs are or become entitled;  

BB. If Teva engages in the commercial manufacture, use, offer for sale, sale, 

and/or importation into the United States of the proposed generic versions of PROCYSBI® brand 

cysteamine bitartrate delayed release oral granules identified in this Complaint prior to the 

expiration of the ’284 patent, a Judgment awarding damages to Plaintiffs resulting from such 

infringement, together with interest; 

CC. A Judgment be entered declaring that Teva has infringed one or more 

claims of the ’590 patent by submitting ANDA No. 216771; 

DD. An Order be issued pursuant to 35 U.S.C. § 271(e)(4)(A) that the effective 

date of any approval of ANDA No. 216771 be a date that is not earlier than the expiration date of 

the ’590 patent, or any later expiration of exclusivity to which Plaintiffs are or become entitled; 
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EE. An Order be issued that Teva, its officers, agents, servants, and 

employees, and those persons in active concert or participation with them, are preliminarily and 

permanently enjoined from commercially manufacturing, using, offering for sale, importing, or 

selling the proposed generic versions of PROCYSBI® brand cysteamine bitartrate delayed 

release oral granules identified in this Complaint, and any other product that infringes or induces 

or contributes to the infringement of the ’590 patent, prior to its expiration, including any 

extensions to which Plaintiffs are or become entitled;  

FF. If Teva engages in the commercial manufacture, use, offer for sale, sale, 

and/or importation into the United States of the proposed generic versions of PROCYSBI® brand 

cysteamine bitartrate delayed release oral granules identified in this Complaint prior to the 

expiration of the ’590 patent, a Judgment awarding damages to Plaintiffs resulting from such 

infringement together with interest; 

GG. A Judgment be entered declaring that Teva has infringed one or more 

claims of the ’882 patent by submitting ANDA No. 216771; 

HH. An Order be issued pursuant to 35 U.S.C. § 271(e)(4)(A) that the effective 

date of any approval of ANDA No. 216771 be a date that is not earlier than the expiration date of 

the ’882 patent, or any later expiration of exclusivity to which Plaintiffs are or become entitled; 

II. An Order be issued that Teva, its officers, agents, servants, and 

employees, and those persons in active concert or participation with them, are preliminarily and 

permanently enjoined from commercially manufacturing, using, offering for sale, importing, or 

selling the proposed generic versions of PROCYSBI® brand cysteamine bitartrate delayed 

release oral granules identified in this Complaint, and any other product that infringes or induces 

or contributes to the infringement of the ’882 patent, prior to its expiration, including any 

extensions to which Plaintiffs are or become entitled;  
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JJ. If Teva engages in the commercial manufacture, use, offer for sale, sale, 

and/or importation into the United States of the proposed generic versions of PROCYSBI® brand 

cysteamine bitartrate delayed release oral granules identified in this Complaint prior to the 

expiration of the ’882 patent, a Judgment awarding damages to Plaintiffs resulting from such 

infringement together with interest; 

KK. A Judgment be entered declaring that Teva has infringed one or more 

claims of the ’851 patent by submitting ANDA No. 216771; 

LL. An Order be issued pursuant to 35 U.S.C. § 271(e)(4)(A) that the effective 

date of any approval of ANDA No. 216771 be a date that is not earlier than the expiration date of 

the ’851 patent, or any later expiration of exclusivity to which Plaintiffs are or become entitled; 

MM. An Order be issued that Teva, its officers, agents, servants, and 

employees, and those persons in active concert or participation with them, are preliminarily and 

permanently enjoined from commercially manufacturing, using, offering for sale, importing, or 

selling the proposed generic versions of PROCYSBI® brand cysteamine bitartrate delayed 

release oral granules identified in this Complaint, and any other product that infringes or induces 

or contributes to the infringement of the ’851 patent, prior to its expiration, including any 

extensions to which Plaintiffs are or become entitled;  

NN. If Teva engages in the commercial manufacture, use, offer for sale, sale, 

and/or importation into the United States of the proposed generic versions of PROCYSBI® brand 

cysteamine bitartrate delayed release oral granules identified in this Complaint prior to the 

expiration of the ’851 patent, a Judgment awarding damages to Plaintiffs resulting from such 

infringement together with interest; 

OO. A Judgment be entered declaring that Teva has infringed one or more 

claims of the ’077 patent by submitting ANDA No. 216771; 
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PP. An Order be issued pursuant to 35 U.S.C. § 271(e)(4)(A) that the effective 

date of any approval of ANDA No. 216771 be a date that is not earlier than the expiration date of 

the ’077 patent, or any later expiration of exclusivity to which Plaintiffs are or become entitled; 

QQ. An Order be issued that Teva, its officers, agents, servants, and 

employees, and those persons in active concert or participation with them, are preliminarily and 

permanently enjoined from commercially manufacturing, using, offering for sale, importing, or 

selling the proposed generic versions of PROCYSBI® brand cysteamine bitartrate delayed 

release oral granules identified in this Complaint, and any other product that infringes or induces 

or contributes to the infringement of the ’077 patent, prior to its expiration, including any 

extensions to which Plaintiffs are or become entitled;  

RR. If Teva engages in the commercial manufacture, use, offer for sale, sale, 

and/or importation into the United States of the proposed generic versions of PROCYSBI® brand 

cysteamine bitartrate delayed release oral granules identified in this Complaint prior to the 

expiration of the ’077 patent, a Judgment awarding damages to Plaintiffs resulting from such 

infringement together with interest; 

SS. A Judgment be entered declaring that Teva has infringed one or more 

claims of the ’665 patent by submitting ANDA No. 216771; 

TT. An Order be issued pursuant to 35 U.S.C. § 271(e)(4)(A) that the effective 

date of any approval of ANDA No. 216771 be a date that is not earlier than the expiration date of 

the ’665 patent, or any later expiration of exclusivity to which Plaintiffs are or become entitled; 

UU. An Order be issued that Teva, its officers, agents, servants, and 

employees, and those persons in active concert or participation with them, are preliminarily and 

permanently enjoined from commercially manufacturing, using, offering for sale, importing, or 

selling the proposed generic versions of PROCYSBI® brand cysteamine bitartrate delayed 
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release oral granules identified in this Complaint, and any other product that infringes or induces 

or contributes to the infringement of the ’665 patent, prior to its expiration, including any 

extensions to which Plaintiffs are or become entitled;  

VV. If Teva engages in the commercial manufacture, use, offer for sale, sale, 

and/or importation into the United States of the proposed generic versions of PROCYSBI® brand 

cysteamine bitartrate delayed release oral granules identified in this Complaint prior to the 

expiration of the ’665 patent, a Judgment awarding damages to Plaintiffs resulting from such 

infringement together with interest; 

WW. Plaintiffs be awarded attorneys’ fees, costs, and expenses that they incur in 

litigating this action; 

XX. A Judgment be entered that this case is exceptional and that Plaintiffs are 

entitled to its reasonable attorneys’ fees pursuant to 35 U.S.C. § 285; 

YY. Plaintiffs be awarded such other and further relief as this Court deems just 

and proper. 
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Dated:  March 15, 2022 
 
 
Of Counsel: 
 
Bruce M. Wexler 
Chad J. Peterman 
Michael F. Werno 
Felix A. Eyzaguirre 
PAUL HASTINGS LLP 
200 Park Avenue 
New York, NY 10166 
 
Attorneys for Plaintiffs  
Horizon Orphan LLC and Horizon 
Therapeutics USA, Inc. 
 
 

By:  s/ Charles M. Lizza                       
Charles M. Lizza 
William C. Baton 
Sarah A. Sullivan 
SAUL EWING ARNSTEIN & LEHR LLP 
One Riverfront Plaza, Suite 1520 
Newark, NJ 07102-5426 
(973) 286-6700 
clizza@saul.com 
wbaton@saul.com 
 
Attorneys for Plaintiffs  
Horizon Orphan LLC, Horizon 
Therapeutics USA, Inc., and The Regents 
of the University of California  
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CERTIFICATION PURSUANT TO LOCAL CIVIL RULES 11.2 AND 40.1 

 Pursuant to Local Civil Rules 11.2 and 40.1, I hereby certify that the matter in 

controversy involves the same plaintiffs and some of the same patents, and that Teva is seeking 

FDA approval to market generic versions of PROCYSBI®, which was also at issue in the matter 

captioned Horizon Orphan LLC, et al. v. Lupin Ltd., et al., Civil Action No. 20-10339 

(MCA)(LDW)(D.N.J.), which was filed on August 11, 2020.  This matter was dismissed by the 

Hon. Madeline Cox Arleo, U.S.D.J. on October 6, 2021. 

I hereby certify that, to the best of my knowledge, the matter in controversy is not the 

subject of any other action pending in any court or of any pending arbitration or administrative 

proceeding. 
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Dated:  March 15, 2022 
 
 
Of Counsel: 
 
Bruce M. Wexler 
Chad J. Peterman 
Michael F. Werno 
Felix A. Eyzaguirre 
PAUL HASTINGS LLP 
200 Park Avenue 
New York, NY 10166 
 
Attorneys for Plaintiffs  
Horizon Orphan LLC and Horizon 
Therapeutics USA, Inc. 
 
 

By:  s/ Charles M. Lizza                       
Charles M. Lizza 
William C. Baton 
Sarah A. Sullivan 
SAUL EWING ARNSTEIN & LEHR LLP 
One Riverfront Plaza, Suite 1520 
Newark, NJ 07102-5426 
(973) 286-6700 
clizza@saul.com 
wbaton@saul.com 
 
Attorneys for Plaintiffs  
Horizon Orphan LLC, Horizon 
Therapeutics USA, Inc., and The Regents 
of the University of California  
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	1. Horizon Orphan is a corporation organized and existing under the laws of the State of Delaware, having its principal place of business at 1 Horizon Way, Deerfield, Illinois 60015.
	2. Horizon USA is a corporation organized and existing under the laws of the State of Delaware, having its principal place of business at 1 Horizon Way, Deerfield, Illinois 60015.
	3. UC is a California non-profit constitutional corporation and the governing body of an educational institution, having its principal place of business at 1111 Franklin Street, Oakland, California 94607.
	4. Upon information and belief, defendant Teva is a corporation organized and existing under the laws of the state of Delaware, having its principal place of business at 400 Interpace Parkway, Parsippany, New Jersey 07054.  Upon information and belief...
	5. This is a civil action for infringement of United States Patent No. 8,026,284 (“the ’284 patent”), United States Patent No. 9,192,590 (“the ’590 patent”), United States Patent No. 9,198,882 (“the ’882 patent”), United States Patent No. 9,173,851 (“...
	6. This Court has jurisdiction over the subject matter of this action pursuant to 28 U.S.C. §§ 1331 and 1338(a) and the Declaratory Judgment Act, 28 U.S.C. §§ 2201-02.
	7. This Court may declare the rights and other legal relations of the parties pursuant to 28 U.S.C. §§ 2201-02 because this case is an actual controversy within the Court’s jurisdiction.
	8. This Court has personal jurisdiction over Teva because, inter alia, Teva has committed, aided, abetted, contributed to, and/or participated in the commission of a tortious act of patent infringement that has led to and/or will lead to foreseeable h...
	9. This Court also has personal jurisdiction over Teva by virtue of, inter alia, the fact that it has availed itself of the rights and benefits of the laws of New Jersey by engaging in systematic and continuous contacts with New Jersey.  Upon informat...
	10. Upon information and belief, Teva filed or caused to be filed ANDA No. 215410 with the FDA.
	11. Upon information and belief, Teva filed or caused to be filed ANDA No. 216771 with the FDA.
	12. Upon information and belief, Teva has continuously placed its products into the stream of commerce for distribution and consumption in the State of New Jersey and throughout the United States, and thus has engaged in the regular conduct of busines...
	13. Venue is proper in this Judicial District as to Teva pursuant to 28 U.S.C. §§ 1391(b), (c), and/or (d), and 1400(b) because Teva has committed and will commit further acts of infringement in this Judicial District.  Venue is also proper in this Ju...
	14. On September 27, 2011, the ’284 patent, titled “Enterically Coated Cystamine, Cysteamine and derivatives thereof,” was duly and legally issued.  UC is the owner of the ’284 patent.  A copy of the ’284 patent is attached as Exhibit A.
	15. Horizon is an exclusive licensee of the ’284 patent.
	16. On November 24, 2015, the ’590 patent, titled “Enterically Coated Cysteamine, Cystamine and derivatives thereof,” was duly and legally issued.  UC is the owner of the ’590 patent.  A copy of the ’590 patent is attached as Exhibit B.
	17. Horizon is an exclusive licensee of the ’590 patent.
	18. On December 1, 2015, the ’882 patent, titled “Enterically Coated Cysteamine, Cystamine and derivatives thereof,” was duly and legally issued.  UC is the owner of the ’882 patent.  A copy of the ’882 patent is attached as Exhibit C.
	19. Horizon is an exclusive licensee of the ’882 patent.
	20. On November 3, 2015, the ’851 patent, titled “Delayed Release Cysteamine Bead Formulation, and Methods of Making and Using Same,” was duly and legally issued.  Horizon Orphan and UC are co-owners of the ’851 patent.  A copy of the ’851 patent is a...
	21. Horizon USA is an exclusive licensee of the ’851 patent.
	22. On January 12, 2016, the ’077 patent, titled “Delayed Release Cysteamine Bead Formulation, and Methods of Making and Using Same,” was duly and legally issued.  Horizon Orphan and UC are co-owners of the ’077 patent.  A copy of the ’077 patent is a...
	23. Horizon USA is an exclusive licensee of the ’077 patent.
	24. On December 4, 2018, the ’665 patent, titled “Methods for Storing Cysteamine Formulations and Related Methods of Treatment,” was duly and legally issued.  Horizon Orphan is the owner of the ’665 patent.  A copy of the ’665 patent is attached as Ex...
	25. Horizon USA is the exclusive licensee of the ’665 patent.
	26. Horizon USA holds approved New Drug Application (“NDA”) No. 203389 for cysteamine bitartrate delayed release capsules, which it markets and sells in the United States under the brand name “PROCYSBI®.”
	27. Horizon USA holds approved NDA No. 213491 for cysteamine bitartrate delayed release oral granules, which it markets and sells in the United States under the brand name “PROCYSBI®.”
	28. Pursuant to 21 U.S.C. § 355(b)(l), the patents-in-suit are listed in the United States Food and Drug Administration (“FDA”) publication titled, “Approved Drug Products with Therapeutic Equivalence Evaluations” (also known as the “Orange Book”) as ...
	29. Pursuant to 21 U.S.C. § 355(b)(l), the patents-in-suit are listed in the United States Food and Drug Administration (“FDA”) publication titled “Approved Drug Products with Therapeutic Equivalence Evaluations” (also known as the “Orange Book”) as c...
	30. Upon information and belief, Teva submitted ANDA No. 215410 to the FDA under § 505(j) of the Federal Food, Drug and Cosmetic Act (21 U.S.C. § 355(j)) seeking the FDA approval necessary to engage in the commercial manufacture, use, sale, offer for ...
	31. Upon information and belief, Teva submitted ANDA No. 216771 to the FDA under § 505(j) of the Federal Food, Drug and Cosmetic Act (21 U.S.C. § 355(j)) seeking the FDA approval necessary to engage in the commercial manufacture, use, sale, offer for ...
	32. Plaintiffs commenced this action within 45 days of the date of receipt of Teva’s written notification of ANDA No. 215410 and its accompanying § 505(j)(2)(A)(vii)(IV) certification dated February 15, 2022 (“Teva’s ANDA No. 215410 Notice Letter”).
	33. Plaintiffs commenced this action within 45 days of the date of receipt of Teva’s written notification of ANDA No. 216771 and its accompanying § 505(j)(2)(A)(vii)(IV) certification dated February 1, 2022 (“Teva’s ANDA No. 216771 Notice Letter”) (to...
	34. Teva’s ANDA Notice Letters contained an Offer of Confidential Access (“OCA”) to certain confidential information regarding the Teva Generic Products.  Plaintiffs submitted markups of the OCA in an attempt to negotiate the terms for confidential ac...
	35. To date, Teva has not provided Plaintiffs with a copy of any portions of ANDA Nos. 215410 or 216771 or any information regarding the Teva Generic Products, beyond the information set forth in Teva’s ANDA Notice Letters.  The limited information re...
	36. Plaintiffs re-allege paragraphs 1-35 as if fully set forth herein.
	37. Upon information and belief, ANDA No. 215410 specifically seeks FDA approval to market a generic version of PROCYSBI® brand 25 mg and 75 mg cysteamine bitartrate delayed release capsules prior to the expiration of the ’284 patent.
	38. Upon information and belief, ANDA No. 215410 includes a Paragraph IV Certification that the claims of the ’284 patent are invalid and/or would not be infringed by the commercial manufacture, use, sale, offer for sale, or importation into the Unite...
	39. Teva’s submission to the FDA of ANDA No. 215410, including the § 505(j)(2)(A)(vii)(IV) allegations, constitutes infringement of the ’284 patent under 35 U.S.C. § 271.
	40. Upon information and belief, the commercial manufacture, use, sale, offer for sale in, and/or importation into the United States of the Teva Capsule Generic Product—if approved by the FDA, prior to the expiration of the ’284 patent, and for use in...
	41. Plaintiffs are entitled to a declaration that, if Teva commercially manufactures, uses, offers for sale, or sells its proposed generic versions of PROCYSBI® brand products within the United States, imports its proposed generic versions of  PROCYSB...
	42. Plaintiffs will be irreparably harmed by Teva’s infringing activities unless those activities are enjoined by this Court.  Plaintiffs do not have an adequate remedy at law.
	43. Upon information and belief, Teva was aware of the existence of the ’284 patent and was aware that the filing of ANDA No. 215410 and the certification with respect to the ’284 patent constituted an act of infringement of that patent.
	44. Plaintiffs re-allege paragraphs 1-43 as if fully set forth herein.
	45. Upon information and belief, ANDA No. 215410 specifically seeks FDA approval to market a generic version of PROCYSBI® brand 25 mg and 75 mg cysteamine bitartrate delayed release capsules prior to the expiration of the ’590 patent.
	46. Upon information and belief, ANDA No. 215410 includes a Paragraph IV Certification that the claims of the ’590 patent are invalid and/or would not be infringed by the commercial manufacture, use, sale, offer for sale, or importation into the Unite...
	47. Teva’s submission to the FDA of ANDA No. 215410, including the § 505(j)(2)(A)(vii)(IV) allegations, constitutes infringement of the ’590 patent under 35 U.S.C. § 271.
	48. Upon information and belief, the commercial manufacture, use, sale, offer for sale in, and/or importation into the United States of the Teva Generic Capsule Product—if approved by the FDA, prior to the expiration of the ’590 patent, and for use in...
	49. Plaintiffs are entitled to a declaration that, if Teva commercially manufactures, uses, offers for sale, or sells its proposed generic versions of PROCYSBI® brand products within the United States, imports its proposed generic versions of  PROCYSB...
	50. Plaintiffs will be irreparably harmed by Teva’s infringing activities unless those activities are enjoined by this Court.  Plaintiffs do not have an adequate remedy at law.
	51. Upon information and belief, Teva was aware of the existence of the ’590 patent and was aware that the filing of ANDA No. 215410 and the certification with respect to the ’590 patent constituted an act of infringement of that patent.
	52. Plaintiffs re-allege paragraphs 1-51 as if fully set forth herein.
	53. Upon information and belief, ANDA No. 215410 specifically seeks FDA approval to market a generic version of Horizon’s PROCYSBI® brand 25 mg and 75 mg cysteamine bitartrate delayed release capsules prior to the expiration of the ’882 patent.
	54. Upon information and belief, ANDA No. 215410 includes a Paragraph IV Certification that the claims of the ’882 patent are invalid and/or would not be infringed by the commercial manufacture, use, sale, offer for sale, or importation into the Unite...
	55. Teva’s submission to the FDA of ANDA No. 215410, including the § 505(j)(2)(A)(vii)(IV) allegations, constitutes infringement of the ’882 patent under 35 U.S.C. § 271.
	56. Upon information and belief, the commercial manufacture, use, sale, offer for sale in, and/or importation into the United States of the Teva Generic Capsule Product—if approved by the FDA, prior to the expiration of the ’882 patent, and for use in...
	57. Plaintiffs are entitled to a declaration that, if Teva commercially manufactures, uses, offers for sale, or sells its proposed generic versions of PROCYSBI® brand products within the United States, imports its proposed generic versions of PROCYSBI...
	58. Plaintiffs will be irreparably harmed by Teva’s infringing activities unless those activities are enjoined by this Court.  Plaintiffs do not have an adequate remedy at law.
	59. Upon information and belief, Teva was aware of the existence of the ’882 patent and was aware that the filing of ANDA No. 215410 and the certification with respect to the ’882 patent constituted an act of infringement of that patent.
	60. Plaintiffs re-allege paragraphs 1-59 as if fully set forth herein.
	61. Upon information and belief, ANDA No. 215410 specifically seeks FDA approval to market a generic version of PROCYSBI® brand 25 mg and 75 mg cysteamine bitartrate delayed release capsules prior to the expiration of the ’851 patent.
	62. Upon information and belief, ANDA No. 215410 includes a Paragraph IV Certification that the claims of the ’851 patent are invalid and/or would not be infringed by the commercial manufacture, use, sale, offer for sale, or importation into the Unite...
	63. Upon information and belief, the commercial manufacture, use, sale, offer for sale in, and/or importation into the United States of the Teva Generic Capsule Product—if approved by the FDA, prior to the expiration of the ’851 patent, and for use in...
	64. Teva’s submission to the FDA of ANDA No. 215410, including the § 505(j)(2)(A)(vii)(IV) allegations, constitutes infringement of the ’851 patent under 35 U.S.C. § 271.
	65. Plaintiffs are entitled to a declaration that, if Teva commercially manufactures, uses, offers for sale, or sells its proposed generic versions of PROCYSBI® brand products within the United States, imports its proposed generic versions of PROCYSBI...
	66. Plaintiffs will be irreparably harmed by Teva’s infringing activities unless those activities are enjoined by this Court.  Plaintiffs do not have an adequate remedy at law.
	67. Upon information and belief, Teva was aware of the existence of the ’851 patent and was aware that the filing of ANDA No. 215410 and the certification with respect to the ’851 patent constituted an act of infringement of that patent.
	68. Plaintiffs re-allege paragraphs 1-67 as if fully set forth herein.
	69. Upon information and belief, ANDA No. 215410 specifically seeks FDA approval to market a generic version of PROCYSBI® brand 25 mg and 75 mg cysteamine bitartrate delayed release capsules prior to the expiration of the ’077 patent.
	70. Upon information and belief, ANDA No. 215410 includes a Paragraph IV Certification that the claims of the ’077 patent are invalid and/or would not be infringed by the commercial manufacture, use, sale, offer for sale, or importation into the Unite...
	71. Upon information and belief, the commercial manufacture, use, sale, offer for sale in, and/or importation into the United States of the Teva Generic Capsule Product—if approved by the FDA, prior to the expiration of the ’077 patent, and for use in...
	72. Teva’s submission to the FDA of ANDA No. 215410, including the § 505(j)(2)(A)(vii)(IV) allegations, constitutes infringement of the ’077 patent under 35 U.S.C. § 271.
	73. Plaintiffs are entitled to a declaration that, if Teva commercially manufactures, uses, offers for sale, or sells its proposed generic versions of PROCYSBI® brand products within the United States, imports its proposed generic versions of PROCYSBI...
	74. Plaintiffs will be irreparably harmed by Teva’s infringing activities unless those activities are enjoined by this Court.  Plaintiffs do not have an adequate remedy at law.
	75. Upon information and belief, Teva was aware of the existence of the ’077 patent and was aware that the filing of ANDA No. 215410, and the certification with respect to the ’077 patent constituted an act of infringement of that patent.
	76. Plaintiffs re-allege paragraphs 1-75 as if fully set forth herein.
	77. Upon information and belief, ANDA No. 215410 specifically seeks FDA approval to market a generic version of PROCYSBI® brand 25 mg and 75 mg cysteamine bitartrate delayed release capsules prior to the expiration of the ’665 patent.
	78. Upon information and belief, ANDA No. 215410 includes a Paragraph IV Certification that the claims of the ’665 patent are invalid and/or would not be infringed by the commercial manufacture, use, sale, offer for sale, or importation into the Unite...
	79. Upon information and belief, the commercial manufacture, use, sale, offer for sale in, and/or importation into the United States of the Teva Generic Capsule Product—if approved by the FDA, prior to the expiration of the ’665 patent, and for use in...
	80. Teva’s submission to the FDA of ANDA No. 215410, including the § 505(j)(2)(A)(vii)(IV) allegations, constitutes infringement of the ’665 patent under 35 U.S.C. § 271.
	81. Plaintiffs are entitled to a declaration that, if Teva commercially manufactures, uses, offers for sale, or sells its proposed generic versions of PROCYSBI® brand products within the United States, imports its proposed generic versions of PROCYSBI...
	82. Plaintiffs will be irreparably harmed by Teva’s infringing activities unless those activities are enjoined by this Court.  Plaintiffs do not have an adequate remedy at law.
	83. Upon information and belief, Teva was aware of the existence of the ’665 patent and was aware that the filing of ANDA No. 215410 and the certification with respect to the ’665 patent constituted an act of infringement of that patent.
	84. Plaintiffs re-allege paragraphs 1-83 as if fully set forth herein.
	85. Upon information and belief, ANDA No. 216771 specifically seeks FDA approval to market a generic version of PROCYSBI® brand 75 mg and 300 mg cysteamine bitartrate delayed release oral granules in packets, prior to the expiration of the ’284 patent.
	86. Upon information and belief, ANDA No. 216771 includes a Paragraph IV Certification that the claims of the ’284 patent are invalid and/or would not be infringed by the commercial manufacture, use, sale, offer for sale, or importation into the Unite...
	87. Teva’s submission to the FDA of ANDA No. 216771, including the § 505(j)(2)(A)(vii)(IV) allegations, constitutes infringement of the ’284 patent under 35 U.S.C. § 271.
	88. Upon information and belief, the commercial manufacture, use, sale, offer for sale in, and/or importation into the United States of the Teva Generic Oral Granules Product—if approved by the FDA, prior to the expiration of the ’284 patent, and for ...
	89. Plaintiffs are entitled to a declaration that, if Teva commercially manufactures, uses, offers for sale, or sells its proposed generic versions of PROCYSBI® brand products within the United States, imports its proposed generic versions of  PROCYSB...
	90. Plaintiffs will be irreparably harmed by Teva’s infringing activities unless those activities are enjoined by this Court.  Plaintiffs do not have an adequate remedy at law.
	91. Upon information and belief, Teva was aware of the existence of the ’284 patent and was aware that the filing of ANDA No. 216771 and the certification with respect to the ’284 patent constituted an act of infringement of that patent.
	92. Plaintiffs re-allege paragraphs 1-91 as if fully set forth herein.
	93. Upon information and belief, ANDA No. 216771 specifically seeks FDA approval to market a generic version of PROCYSBI® brand 75 mg and 300 mg cysteamine bitartrate delayed release oral granules in packets, prior to the expiration of the ’590 patent.
	94. Upon information and belief, ANDA No. 216771 includes a Paragraph IV Certification that the claims of the ’590 patent are invalid and/or would not be infringed by the commercial manufacture, use, sale, offer for sale, or importation into the Unite...
	95. Teva’s submission to the FDA of ANDA No. 216771, including the § 505(j)(2)(A)(vii)(IV) allegations, constitutes infringement of the ’590 patent under 35 U.S.C. § 271.
	96. Upon information and belief, the commercial manufacture, use, sale, offer for sale in, and/or importation into the United States of the Teva Generic Oral Granules Product—if approved by the FDA, prior to the expiration of the ’590 patent, and for ...
	97. Plaintiffs are entitled to a declaration that, if Teva commercially manufactures, uses, offers for sale, or sells its proposed generic versions of PROCYSBI® brand products within the United States, imports its proposed generic versions of  PROCYSB...
	98. Plaintiffs will be irreparably harmed by Teva’s infringing activities unless those activities are enjoined by this Court.  Plaintiffs do not have an adequate remedy at law.
	99. Upon information and belief, Teva was aware of the existence of the ’590 patent and was aware that the filing of ANDA No. 216771 and the certification with respect to the ’590 patent constituted an act of infringement of that patent.
	100. Plaintiffs re-allege paragraphs 1-99 as if fully set forth herein.
	101. Upon information and belief, ANDA No. 216771 specifically seeks FDA approval to market a generic version of Horizon’s PROCYSBI® brand 75 mg and 300 mg cysteamine bitartrate delayed release oral granules in packets prior to the expiration of the ’...
	102. Upon information and belief, ANDA No. 216771 includes a Paragraph IV Certification that the claims of the ’882 patent are invalid and/or would not be infringed by the commercial manufacture, use, sale, offer for sale, or importation into the Unit...
	103. Teva’s submission to the FDA of ANDA No. 216771, including the § 505(j)(2)(A)(vii)(IV) allegations, constitutes infringement of the ’882 patent under 35 U.S.C. § 271.
	104. Upon information and belief, the commercial manufacture, use, sale, offer for sale in, and/or importation into the United States of the Teva Generic Oral Granules Product—if approved by the FDA, prior to the expiration of the ’882 patent, and for...
	105. Plaintiffs are entitled to a declaration that, if Teva commercially manufactures, uses, offers for sale, or sells its proposed generic versions of PROCYSBI® brand products within the United States, imports its proposed generic versions of PROCYSB...
	106. Plaintiffs will be irreparably harmed by Teva’s infringing activities unless those activities are enjoined by this Court.  Plaintiffs do not have an adequate remedy at law.
	107. Upon information and belief, Teva was aware of the existence of the ’882 patent and was aware that the filing of ANDA No. 216771 and the certification with respect to the ’882 patent constituted an act of infringement of that patent.
	108. Plaintiffs re-allege paragraphs 1-107 as if fully set forth herein.
	109. Upon information and belief, ANDA No. 216771 specifically seeks FDA approval to market a generic version of PROCYSBI® brand 75 mg and 300 mg cysteamine bitartrate delayed release oral granules in packets prior to the expiration of the ’851 patent.
	110. Upon information and belief, ANDA No. 216771 includes a Paragraph IV Certification that the claims of the ’851 patent are invalid and/or would not be infringed by the commercial manufacture, use, sale, offer for sale, or importation into the Unit...
	111. Upon information and belief, the commercial manufacture, use, sale, offer for sale in, and/or importation into the United States of the Teva Generic Oral Granules Product—if approved by the FDA, prior to the expiration of the ’851 patent, and for...
	112. Teva’s submission to the FDA of ANDA No. 216771, including the § 505(j)(2)(A)(vii)(IV) allegations, constitutes infringement of the ’851 patent under 35 U.S.C. § 271.
	113. Plaintiffs are entitled to a declaration that, if Teva commercially manufactures, uses, offers for sale, or sells its proposed generic versions of PROCYSBI® brand products within the United States, imports its proposed generic versions of PROCYSB...
	114. Plaintiffs will be irreparably harmed by Teva’s infringing activities unless those activities are enjoined by this Court.  Plaintiffs do not have an adequate remedy at law.
	115. Upon information and belief, Teva was aware of the existence of the ’851 patent and was aware that the filing of ANDA No. 216771 and the certification with respect to the ’851 patent constituted an act of infringement of that patent.
	116. Plaintiffs re-allege paragraphs 1-115 as if fully set forth herein.
	117. Upon information and belief, ANDA No. 216771 specifically seeks FDA approval to market a generic version of PROCYSBI® brand 75 mg and 300 mg cysteamine bitartrate delayed release oral granules in packets prior to the expiration of the ’077 patent.
	118. Upon information and belief, ANDA No. 216771 includes a Paragraph IV Certification that the claims of the ’077 patent are invalid and/or would not be infringed by the commercial manufacture, use, sale, offer for sale, or importation into the Unit...
	119. Upon information and belief, the commercial manufacture, use, sale, offer for sale in, and/or importation into the United States of the Teva Generic Oral Granules Product—if approved by the FDA, prior to the expiration of the ’077 patent, and for...
	120. Teva’s submission to the FDA of ANDA No. 216771, including the § 505(j)(2)(A)(vii)(IV) allegations, constitutes infringement of the ’077 patent under 35 U.S.C. § 271.
	121. Plaintiffs are entitled to a declaration that, if Teva commercially manufactures, uses, offers for sale, or sells its proposed generic versions of PROCYSBI® brand products within the United States, imports its proposed generic versions of PROCYSB...
	122. Plaintiffs will be irreparably harmed by Teva’s infringing activities unless those activities are enjoined by this Court.  Plaintiffs do not have an adequate remedy at law.
	123. Upon information and belief, Teva was aware of the existence of the ’077 patent and was aware that the filing of ANDA No. 216771, and the certification with respect to the ’077 patent constituted an act of infringement of that patent.
	124. Plaintiffs re-allege paragraphs 1-123 as if fully set forth herein.
	125. Upon information and belief, ANDA No. 216771 specifically seeks FDA approval to market a generic version of PROCYSBI® brand 75 mg and 300 mg cysteamine bitartrate delayed release oral granules in packets prior to the expiration of the ’665 patent.
	126. Upon information and belief, ANDA No. 216771 includes a Paragraph IV Certification that the claims of the ’665 patent are invalid and/or would not be infringed by the commercial manufacture, use, sale, offer for sale, or importation into the Unit...
	127. Upon information and belief, the commercial manufacture, use, sale, offer for sale in, and/or importation into the United States of the Teva Generic Oral Granules Product—if approved by the FDA, prior to the expiration of the ’665 patent, and for...
	128. Teva’s submission to the FDA of ANDA No. 216771, including the § 505(j)(2)(A)(vii)(IV) allegations, constitutes infringement of the ’665 patent under 35 U.S.C. § 271.
	129. Plaintiffs are entitled to a declaration that, if Teva commercially manufactures, uses, offers for sale, or sells its proposed generic versions of PROCYSBI® brand products within the United States, imports its proposed generic versions of PROCYSB...
	130. Plaintiffs will be irreparably harmed by Teva’s infringing activities unless those activities are enjoined by this Court.  Plaintiffs do not have an adequate remedy at law.
	131. Upon information and belief, Teva was aware of the existence of the ’665 patent and was aware that the filing of ANDA No. 216771 and the certification with respect to the ’665 patent constituted an act of infringement of that patent.
	A. A Judgment be entered declaring that Teva has infringed one or more claims of the ’284 patent by submitting ANDA No. 215410;
	B. An Order be issued pursuant to 35 U.S.C. § 271(e)(4)(A) that the effective date of any approval of ANDA No. 215410 be a date that is not earlier than the expiration date of the ’284 patent, or any later expiration of exclusivity to which Plaintiffs...
	C. An Order be issued that Teva, its officers, agents, servants, and employees, and those persons in active concert or participation with them, are preliminarily and permanently enjoined from commercially manufacturing, using, offering for sale, impor...
	D. If Teva engages in the commercial manufacture, use, offer for sale, sale, and/or importation into the United States of the proposed generic versions of PROCYSBI® brand cysteamine bitartrate delayed release capsules identified in this Complaint prio...
	E. A Judgment be entered declaring that Teva has infringed one or more claims of the ’590 patent by submitting ANDA No. 215410;
	F. An Order be issued pursuant to 35 U.S.C. § 271(e)(4)(A) that the effective date of any approval of ANDA No. 215410 be a date that is not earlier than the expiration date of the ’590 patent, or any later expiration of exclusivity to which Plaintiffs...
	G. An Order be issued that Teva, its officers, agents, servants, and employees, and those persons in active concert or participation with them, are preliminarily and permanently enjoined from commercially manufacturing, using, offering for sale, impor...
	H. If Teva engages in the commercial manufacture, use, offer for sale, sale, and/or importation into the United States of the proposed generic versions of PROCYSBI® brand cysteamine bitartrate delayed release capsules identified in this Complaint prio...
	I. A Judgment be entered declaring that Teva has infringed one or more claims of the ’882 patent by submitting ANDA No. 215410;
	J. An Order be issued pursuant to 35 U.S.C. § 271(e)(4)(A) that the effective date of any approval of ANDA No. 215410 be a date that is not earlier than the expiration date of the ’882 patent, or any later expiration of exclusivity to which Plaintiffs...
	K. An Order be issued that Teva, its officers, agents, servants, and employees, and those persons in active concert or participation with them, are preliminarily and permanently enjoined from commercially manufacturing, using, offering for sale, impor...
	L. If Teva engages in the commercial manufacture, use, offer for sale, sale, and/or importation into the United States of the proposed generic versions of PROCYSBI® brand cysteamine bitartrate delayed release capsules identified in this Complaint prio...
	M. A Judgment be entered declaring that Teva has infringed one or more claims of the ’851 patent by submitting ANDA No. 215410;
	N. An Order be issued pursuant to 35 U.S.C. § 271(e)(4)(A) that the effective date of any approval of ANDA No. 215410 be a date that is not earlier than the expiration date of the ’851 patent, or any later expiration of exclusivity to which Plaintiffs...
	O. An Order be issued that Teva, its officers, agents, servants, and employees, and those persons in active concert or participation with them, are preliminarily and permanently enjoined from commercially manufacturing, using, offering for sale, impor...
	P. If Teva engages in the commercial manufacture, use, offer for sale, sale, and/or importation into the United States of the proposed generic versions of PROCYSBI® brand cysteamine bitartrate delayed release capsules identified in this Complaint prio...
	Q. A Judgment be entered declaring that Teva has infringed one or more claims of the ’077 patent by submitting ANDA No. 215410;
	R. An Order be issued pursuant to 35 U.S.C. § 271(e)(4)(A) that the effective date of any approval of ANDA No. 215410 be a date that is not earlier than the expiration date of the ’077 patent, or any later expiration of exclusivity to which Plaintiffs...
	S. An Order be issued that Teva, its officers, agents, servants, and employees, and those persons in active concert or participation with them, are preliminarily and permanently enjoined from commercially manufacturing, using, offering for sale, impor...
	T. If Teva engages in the commercial manufacture, use, offer for sale, sale, and/or importation into the United States of the proposed generic versions of PROCYSBI® brand cysteamine bitartrate delayed release capsules identified in this Complaint prio...
	U. A Judgment be entered declaring that Teva has infringed one or more claims of the ’665 patent by submitting ANDA No. 215410;
	V. An Order be issued pursuant to 35 U.S.C. § 271(e)(4)(A) that the effective date of any approval of ANDA No. 215410 be a date that is not earlier than the expiration date of the ’665 patent, or any later expiration of exclusivity to which Plaintiffs...
	W. An Order be issued that Teva, its officers, agents, servants, and employees, and those persons in active concert or participation with them, are preliminarily and permanently enjoined from commercially manufacturing, using, offering for sale, impor...
	X. If Teva engages in the commercial manufacture, use, offer for sale, sale, and/or importation into the United States of the proposed generic versions of PROCYSBI® brand cysteamine bitartrate delayed release capsules identified in this Complaint prio...
	Y. A Judgment be entered declaring that Teva has infringed one or more claims of the ’284 patent by submitting ANDA No. 216771;
	Z. An Order be issued pursuant to 35 U.S.C. § 271(e)(4)(A) that the effective date of any approval of ANDA No. 216771 be a date that is not earlier than the expiration date of the ’284 patent, or any later expiration of exclusivity to which Plaintiffs...
	AA. An Order be issued that Teva, its officers, agents, servants, and employees, and those persons in active concert or participation with them, are preliminarily and permanently enjoined from commercially manufacturing, using, offering for sale, impo...
	BB. If Teva engages in the commercial manufacture, use, offer for sale, sale, and/or importation into the United States of the proposed generic versions of PROCYSBI® brand cysteamine bitartrate delayed release oral granules identified in this Complain...
	CC. A Judgment be entered declaring that Teva has infringed one or more claims of the ’590 patent by submitting ANDA No. 216771;
	DD. An Order be issued pursuant to 35 U.S.C. § 271(e)(4)(A) that the effective date of any approval of ANDA No. 216771 be a date that is not earlier than the expiration date of the ’590 patent, or any later expiration of exclusivity to which Plaintiff...
	EE. An Order be issued that Teva, its officers, agents, servants, and employees, and those persons in active concert or participation with them, are preliminarily and permanently enjoined from commercially manufacturing, using, offering for sale, impo...
	FF. If Teva engages in the commercial manufacture, use, offer for sale, sale, and/or importation into the United States of the proposed generic versions of PROCYSBI® brand cysteamine bitartrate delayed release oral granules identified in this Complain...
	GG. A Judgment be entered declaring that Teva has infringed one or more claims of the ’882 patent by submitting ANDA No. 216771;
	HH. An Order be issued pursuant to 35 U.S.C. § 271(e)(4)(A) that the effective date of any approval of ANDA No. 216771 be a date that is not earlier than the expiration date of the ’882 patent, or any later expiration of exclusivity to which Plaintiff...
	II. An Order be issued that Teva, its officers, agents, servants, and employees, and those persons in active concert or participation with them, are preliminarily and permanently enjoined from commercially manufacturing, using, offering for sale, impo...
	JJ. If Teva engages in the commercial manufacture, use, offer for sale, sale, and/or importation into the United States of the proposed generic versions of PROCYSBI® brand cysteamine bitartrate delayed release oral granules identified in this Complain...
	KK. A Judgment be entered declaring that Teva has infringed one or more claims of the ’851 patent by submitting ANDA No. 216771;
	LL. An Order be issued pursuant to 35 U.S.C. § 271(e)(4)(A) that the effective date of any approval of ANDA No. 216771 be a date that is not earlier than the expiration date of the ’851 patent, or any later expiration of exclusivity to which Plaintiff...
	MM. An Order be issued that Teva, its officers, agents, servants, and employees, and those persons in active concert or participation with them, are preliminarily and permanently enjoined from commercially manufacturing, using, offering for sale, impo...
	NN. If Teva engages in the commercial manufacture, use, offer for sale, sale, and/or importation into the United States of the proposed generic versions of PROCYSBI® brand cysteamine bitartrate delayed release oral granules identified in this Complain...
	OO. A Judgment be entered declaring that Teva has infringed one or more claims of the ’077 patent by submitting ANDA No. 216771;
	PP. An Order be issued pursuant to 35 U.S.C. § 271(e)(4)(A) that the effective date of any approval of ANDA No. 216771 be a date that is not earlier than the expiration date of the ’077 patent, or any later expiration of exclusivity to which Plaintiff...
	QQ. An Order be issued that Teva, its officers, agents, servants, and employees, and those persons in active concert or participation with them, are preliminarily and permanently enjoined from commercially manufacturing, using, offering for sale, impo...
	RR. If Teva engages in the commercial manufacture, use, offer for sale, sale, and/or importation into the United States of the proposed generic versions of PROCYSBI® brand cysteamine bitartrate delayed release oral granules identified in this Complain...
	SS. A Judgment be entered declaring that Teva has infringed one or more claims of the ’665 patent by submitting ANDA No. 216771;
	TT. An Order be issued pursuant to 35 U.S.C. § 271(e)(4)(A) that the effective date of any approval of ANDA No. 216771 be a date that is not earlier than the expiration date of the ’665 patent, or any later expiration of exclusivity to which Plaintiff...
	UU. An Order be issued that Teva, its officers, agents, servants, and employees, and those persons in active concert or participation with them, are preliminarily and permanently enjoined from commercially manufacturing, using, offering for sale, impo...
	VV. If Teva engages in the commercial manufacture, use, offer for sale, sale, and/or importation into the United States of the proposed generic versions of PROCYSBI® brand cysteamine bitartrate delayed release oral granules identified in this Complain...
	WW. Plaintiffs be awarded attorneys’ fees, costs, and expenses that they incur in litigating this action;
	XX. A Judgment be entered that this case is exceptional and that Plaintiffs are entitled to its reasonable attorneys’ fees pursuant to 35 U.S.C. § 285;
	YY. Plaintiffs be awarded such other and further relief as this Court deems just and proper.




