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UNITED STATES DISTRICT COURT  
DISTRICT OF NEW JERSEY 

 
 
ULTRAGENYX PHARMACEUTICAL INC. 
and BAYLOR RESEARCH INSTITUTE 
d/b/a BAYLOR SCOTT & WHITE 
RESEARCH INSTITUTE, 
 

Plaintiffs, 
 

v. 
 

NAVINTA LLC, AUROBINDO PHARMA 
LIMITED, AUROBINDO PHARMA USA, 
INC., ESJAY PHARMA PRIVATE 
LIMITED, and ESJAY PHARMA LLC, 
 

Defendants. 
 

 
 
 

 
Civil Action No. __________________  

 
(Electronically Filed) 

 

 

COMPLAINT FOR PATENT INFRINGEMENT 

Plaintiffs Ultragenyx Pharmaceutical Inc. (“Ultragenyx”) and Baylor Research Institute 

d/b/a Baylor Scott & White Research Institute (“BRI”) (Ultragenyx and BRI, together, 

“Plaintiffs”), by their undersigned attorneys, bring this Complaint against Defendants Navinta 

LLC (“Navinta”); Aurobindo Pharma Limited (“APL”) and Aurobindo Pharma USA, Inc. 
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(“Aurobindo USA”) (APL and Aurobindo USA, together, “Aurobindo”); and Esjay Pharma Private 

Limited (“EPPL”) and Esjay Pharma LLC (“Esjay Pharma”) (EPPL and Esjay Pharma, together, 

“Esjay”) (Navinta, Aurobindo, and Esjay, collectively, “Defendants”), and hereby allege as 

follows: 

NATURE OF THE ACTION 

1. This is an action for patent infringement under the patent laws of the United 

States, 35 U.S.C. § 100, et seq., arising from the Defendants’ filing of their respective Abbreviated 

New Drug Application (“ANDA”), Nos. 219480 (“Navinta’s ANDA”), 219711 (“Aurobindo’s 

ANDA”), and 219512 (“Esjay’s ANDA”), with the U.S. Food and Drug Administration (“FDA”) 

seeking approval to commercially manufacture, use, offer for sale, sell, and/or import purported 

generic versions of triheptanoin oral liquid, 100% w/w (DOJOLVI® (triheptanoin) Oral Liquid) 

prior to the expiration of U.S. Patent No. 8,697,748 (“the ’748 patent”). 

THE PARTIES 

2. Plaintiff Ultragenyx is a pharmaceutical company focused on treating rare 

diseases.  Ultragenyx is involved in the research and development of novel products for the 

treatment of rare and ultra-rare genetic diseases for which there are typically no approved 

treatments and there is a high unmet medical need.    

3. Ultragenyx is a corporation organized and existing under the laws of the 

State of Delaware with its principal place of business at 60 Leveroni Court, Novato, California 

94949. 

4. Plaintiff BRI is a non-profit corporation organized and existing under the 

laws of the State of Texas with its principal place of business at 3310 Live Oak Street, Suite 501, 

Dallas, Texas 75204.   
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5. On information and belief, Defendant Navinta LLC is a company organized 

and existing under the laws of the State of New Jersey with a place of business at 1499 Lower 

Ferry Rd., Ewing, New Jersey 08618.   

6. On information and belief, Defendant APL is a corporation organized and 

existing under the laws of India, having a principal place of business at Galaxy Floors 22-24 Plot 

No 1 Survey No 83/1 Hyderabad Knowledge City Raidurg Panmaktha Ranga Reddy District, 

Hyderabad, Telangana, 500 032, India.   

7. On information and belief, Defendant Aurobindo USA is a corporation 

organized and existing under the laws of the State of Delaware with a principal place of business 

at 279 Princeton Hightstown Road, East Windsor, New Jersey 08520.  

8. On information and belief, Aurobindo USA is a wholly owned subsidiary 

of APL. 

9. On information and belief, Defendant Esjay Pharma is a company organized 

and existing under the laws of the State of Florida, having a principal place of business at 16732 

Strasbourg Lane, Delray Beach, Florida 33446.   

10. On information and belief, Defendant EPPL is a corporation organized and 

existing under the laws of India, having a principal place of business at Plot No G28 & 29, 12th 

Main Road, SIPCOT Industrial Park, Sriperumbudur Taluk, Irungattukottai, Tamil Nadu – 602 

117, India.   

11. On information and belief, Esjay Pharma is a subsidiary of EPPL. 

THE PATENT-IN-SUIT 

12. BRI is the owner and assignee of the ’748 patent, entitled “Glycogen or 

polysaccharide storage disease treatment method” (attached hereto as Exhibit A).  
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13. On April 15, 2014, the ’748 patent was duly and legally issued to BRI as 

assignee of inventor Charles R. Roe.  

14. BRI is the owner of all right, title, and interest in the ’748 patent.  

Ultragenyx is the exclusive licensee of the ’748 patent.  

THE DOJOLVI® DRUG PRODUCT 

15. Ultragenyx holds an approved New Drug Application (“NDA”) under 

Section 505(a) of the Federal Food, Drug, and Cosmetic Act (“FDCA”), 21 U.S.C. § 355(a), for 

triheptanoin oral liquid (NDA No. 213687), which it sells under the trade name DOJOLVI®.  

DOJOLVI® is an FDA-approved medication for the treatment of adult and pediatric patients with 

molecularly confirmed long-chain fatty acid oxidation disorders (LC-FAOD).  

16. Pursuant to 21 U.S.C. § 355(b)(1) and attendant FDA regulations, the ’748 

patent is listed in the FDA publication, “Approved Drug Products with Therapeutic Equivalence 

Evaluations” (the “Orange Book”) with respect to DOJOLVI®. 

17. The claims of the ’748 patent cover, inter alia, pharmaceutical compositions 

of triheptanoin. 

18. The FDA’s Orange Book for DOJOLVI® currently lists the expiration of the 

’748 patent as April 28, 2029.  

JURISDICTION AND VENUE 

19. Plaintiffs incorporate each of the preceding paragraphs 1–18 as if fully set 

forth herein. 

20. This is a civil action for patent infringement arising under the patent laws 

of the United States, 35 U.S.C. § 100, et seq., including 35 U.S.C. § 271, for infringement of the 

’748 patent.  This Court has jurisdiction over the subject matter of this action pursuant to 28 U.S.C. 

§§ 1331, 1338(a), 2201, and 2202.  
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21. Venue is proper in this Judicial District pursuant to 28 U.S.C. §§ 1391 and 

1400(b). 

a. Personal Jurisdiction: Navinta 

22. This Court has personal jurisdiction over Navinta by virtue of, inter alia, its 

systematic and continuous contacts with the State of New Jersey.  On information and belief, 

Navinta is a company organized and existing under the laws of the State of New Jersey, and 

Navinta’s principal place of business is in Ewing, New Jersey.  On information and belief, Navinta 

is registered with the State of New Jersey’s Division of Revenue and Enterprise Services as a 

business operating in New Jersey under Business ID No. 0600139277.  On information and belief, 

Navinta purposely has conducted and continues to conduct business in this Judicial District.  By 

virtue of its physical presence in New Jersey, this Court has personal jurisdiction over Navinta. 

23. Navinta is also subject to personal jurisdiction in New Jersey because, inter 

alia, it has purposely availed itself of the benefits and protections of New Jersey’s laws such that 

it should reasonably anticipate being sued in this Judicial District.  On information and belief, 

Navinta develops, manufactures, imports, markets, distributes, uses, offers to sell, and/or sells 

generic drugs throughout the United States, including in New Jersey, and therefore transacts 

business within New Jersey related to Plaintiffs’ claims, and/or has engaged in systematic and 

continuous business contacts within New Jersey.   

24. By a letter dated August 14, 2024 (“Navinta Notice Letter”), Navinta 

notified Plaintiffs that Navinta had submitted Navinta’s ANDA to the FDA for purported generic 

versions of triheptanoin oral liquid (100% w/w) (“Navinta’s ANDA Product”), seeking FDA 

approval to engage in the commercial manufacture, use, sale, offer for sale, and/or importation of 

Navinta’s ANDA Product in or into the United States, including New Jersey, prior to the expiration 

of the ’748 patent. 
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25. Navinta has committed an act of infringement in this Judicial District by 

filing ANDA No. 219480 with the intent to make, use, sell, offer for sale, and/or import Navinta’s 

ANDA Product in or into this Judicial District, prior to the expiration of the ’748 patent. 

26. Navinta has taken the costly, significant step of applying to the FDA for 

approval to engage in future activities, including the marketing of the Navinta’s ANDA Product, 

which will be purposefully directed at New Jersey and elsewhere in the United States.  

27. On information and belief, if Navinta’s ANDA is approved, Navinta will 

manufacture, market, promote, sell, offer for sale, import, use, and/or distribute Navinta’s ANDA 

Product within the United States, including in New Jersey.  On information and belief, Navinta’s 

ANDA Product will be prescribed by physicians practicing in New Jersey, dispensed by 

pharmacies located within New Jersey, and used by patients in New Jersey.  Each of these activities 

would have a substantial effect within New Jersey and would constitute infringement of the ’748 

patent in the event that Navinta’s ANDA Product is approved before the expiration of the ’748 

patent. 

28. Venue is proper in this Court as to Navinta pursuant to 28 U.S.C. § 1400(b) 

because Navinta is organized and exists under the laws of the State of New Jersey and therefore 

resides in this Judicial District.  

b. Personal Jurisdiction: Aurobindo  

29. This Court has personal jurisdiction over APL by virtue of, inter alia, its 

systematic and continuous contacts with the State of New Jersey.  APL itself, and through its 

wholly owned subsidiary Aurobindo USA, purposely availed itself of the benefits and protections 

of New Jersey’s laws such that it should reasonably anticipate being sued in this Judicial District.  

On information and belief, APL itself, and through its wholly owned subsidiary Aurobindo USA, 

develops, manufactures, imports, markets, distributes, uses, offers to sell, and/or sells generic 
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drugs throughout the United States, including in New Jersey, and therefore transacts business 

within New Jersey related to Plaintiffs’ claims, and/or has engaged in systematic and continuous 

business contacts within New Jersey.  In addition, APL is subject to personal jurisdiction in New 

Jersey because, on information and belief, it controls and dominates Aurobindo USA, and therefore 

the activities of Aurobindo USA in this jurisdiction are attributed to APL.  

30. On information and belief, Aurobindo USA has a principle place of business 

in East Windsor, New Jersey and also operates a distribution center at 6 Wheeling Road, Dayton, 

New Jersey 08810. 

31. By a letter dated August 22, 2024 (“Aurobindo Notice Letter”), Aurobindo 

notified Plaintiffs that Aurobindo had submitted Aurobindo’s ANDA to the FDA for purported 

generic versions of triheptanoin oral liquid (100% w/w) (“Aurobindo’s ANDA Product”), seeking 

FDA approval to engage in the commercial manufacture, use, sale, offer for sale, and/or 

importation of Aurobindo’s ANDA Product in or into the United States, including New Jersey, 

prior to the expiration of the ’748 patent. 

32. APL, in concert with Aurobindo USA, has committed an act of infringement 

in this Judicial District by filing ANDA No. 219711 with the intent to make, use, sell, offer for 

sale, and/or import Aurobindo’s ANDA Product in or into this Judicial District, prior to the 

expiration of the ’748 patent.  

33. APL’s Annual Report from 2023-24 states that it is the “#1 largest generic 

pharma company in the US by Rx dispensed” and that the US contributed “48%” “to the total 

revenue mix.”  See Aurobindo Annual Report 2023-24 (“Aurobindo Annual Report”), at 7, 23 

available at https://www.aurobindo.com/api/uploads/annualreports/AurobindoPharmaLimited-

AnnualReport2023-24.pdf (last visited September 26, 2024).  The Aurobindo Annual Report states 
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that Aurobindo has a “US orals facility in Dayton, New Jersey” and this facility “will meet the 

increasing demand for oral pharmaceutical products in the U.S.”  Id. at 53.  On information and 

belief, through its own actions and through the actions of its agents, affiliates, and subsidiaries, 

APL filed “40 ANDAs with the US FDA” during fiscal year 2023-24, and “received final approval 

for 68 products[.]”  Id. at 118. 

34. This Court has personal jurisdiction over Aurobindo USA because 

Aurobindo USA is a corporation with a principal place of business in East Windsor, New Jersey 

and at least one other regular and established place of business in Dayton, New Jersey. 

35. Aurobindo USA is also subject to personal jurisdiction in New Jersey 

because, inter alia, it has purposely availed itself of the benefits and protections of New Jersey’s 

laws such that is should reasonably anticipate being sued in this Judicial District.  On information 

and belief, Aurobindo USA develops, manufactures, imports, markets, distributes, uses, offers to 

sell, and/or sells generic drugs throughout the United States, including New Jersey, and therefore 

transacts business within New Jersey related to Plaintiffs’ claims, and/or has engaged in systematic 

and continuous business contacts within New Jersey. 

36. Aurobindo USA’s website states that its “global headquarters” is 

“Aurobindo Pharma Limited” in Telangana, India.  See Corporate Offices, 

https://www.aurobindousa.com/company/corporate-offices/ (last visited September 26, 2024).   

37. On information and belief, APL and Aurobindo USA acted in concert to 

prepare and submit Aurobindo’s ANDA. 

38. Aurobindo has taken the costly, significant step of applying to the FDA for 

approval to engage in future activities, including the marketing of Aurobindo’s ANDA Product, 

which will be purposefully directed at New Jersey and elsewhere in the United States.  
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39. On information and belief, Aurobindo has systematic and continuous 

contacts with New Jersey; has established distribution channels for drug products in New Jersey; 

regularly and continuously conducts business in New Jersey, including by selling drug products in 

New Jersey, either directly or indirectly through its subsidiaries, agents, or affiliates; has 

purposefully availed itself of the privilege of doing business in New Jersey; and derives substantial 

revenue from the sale of drug products in New Jersey. 

40. On information and belief, if Aurobindo’s ANDA is approved, Aurobindo 

will manufacture, market, promote, sell, offer for sale, import, use, and/or distribute Aurobindo’s 

ANDA Product within the United States, including in New Jersey, consistent with Aurobindo’s 

practices for the marketing and distribution of other generic pharmaceutical products.  On 

information and belief, Aurobindo regularly does business in New Jersey, and its practices with 

other generic pharmaceutical products have involved placing those products into the stream of 

commerce for distribution throughout the United States, including in New Jersey.  On information 

and belief, Aurobindo’s generic pharmaceutical products are used and/or consumed within and 

throughout the United States, including in New Jersey.  On information and belief, Aurobindo’s 

ANDA Product will be prescribed by physicians practicing in New Jersey, dispensed by 

pharmacies located within New Jersey, and used by patients in New Jersey.  Each of these activities 

would have a substantial effect within New Jersey and would constitute infringement of the ’748 

patent in the event that Aurobindo’s ANDA Product is approved before the ’748 patent expires. 

41. On information and belief, APL is registered with the State of New Jersey’s 

Division of Revenue and Enterprise Services as a business operating in New Jersey under Business 

ID No. 0100904116.  
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42. On information and belief, Aurobindo USA is registered with the State of 

New Jersey’s Division of Revenue and Enterprise Services as a business operating in New Jersey 

under Business ID No. 0100921223.  

43. On information and belief, Aurobindo derives substantial revenue from 

generic pharmaceutical products that are used and/or consumed within New Jersey, and that are 

manufactured by APL and/or for which Aurobindo USA is/are the named applicant(s) on approved 

ANDAs.  On information and belief, various products for which APL and/or Aurobindo USA is/are 

the named applicant(s) on approved ANDAs are available at retail pharmacies in New Jersey. 

44. On information and belief, APL has consented to jurisdiction in New Jersey 

in one or more prior cases arising out of the filing of its ANDAs, and/or has filed counterclaims in 

such cases.  See, e.g., Merck Sharp & Dohme B.V. v. Aurobindo Pharma USA, Inc., et al., No 3:20-

cv-02576 (D.N.J. Mar. 10, 2020); Chesi USA, Inc., et al. v. Aurobindo Pharma USA, Inc., et al., 

No. 3:19-cv-18756-FLW-LHG (D.N.J. Oct. 7, 2019); Actelion Pharm. Ltd. v. Aurobindo Pharma 

USA, Inc., et al., No. 3:19-cv-15437-FLW-LHG (D.N.J. July 16, 2019); Celgene Corp. v. 

Aurobindo Pharma Ltd., et al., No. 2:19-cv-05799-ES-MAH (D.N.J. Feb. 14, 2019). 

45. Additionally, this Court has personal jurisdiction over APL because the 

requirements of Federal Rule of Civil Procedure 4(k)(2)(A) are met as (a) Plaintiffs’ claims arise 

under federal law; (b) APL is a foreign defendant not subject to general personal jurisdiction in the 

courts of any state; and (c) APL has sufficient contacts in the United States as a whole, including, 

but not limited to, by participating in the preparation and submission of Aurobindo’s ANDA, 

and/or manufacturing and/or selling pharmaceutical products distributed throughout the United 

States, including in this Judicial District, such that this Court’s exercise of jurisdiction over APL 

satisfies due process. 
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46. Venue is proper in this Court as to APL because APL is a foreign entity who 

may be sued in any Judicial District, including in the District of New Jersey.  28 U.S.C. 

§ 1391(c)(3); see also 28 U.S.C. § 1400(b). 

47. Venue is proper in this Judicial District pursuant to 28 U.S.C. § 1400(b) as 

to Aurobindo USA, because, on information and belief, Aurobindo USA has a regular and 

established place of business in New Jersey, and because, on information and belief, Aurobindo 

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

acts of infringement of the asserted patent that will lead to foreseeable harm and injury to Plaintiffs 

by preparing or assisting in preparing Aurobindo’s ANDA in New Jersey and/or with the intention 

of seeking to market Aurobindo’s ANDA Product nationwide, including within New Jersey. 

c. Personal Jurisdiction: Esjay  

48. This Court has personal jurisdiction over Esjay Pharma because, inter alia, 

it has purposely availed itself of the benefits and protections of New Jersey’s laws such that it 

should reasonably anticipate being sued in this Judicial District.  On information and belief, Esjay 

Pharma itself, and through its parent EPPL, develops, manufactures, imports, markets, distributes, 

uses, offers to sell, and/or sells generic drugs throughout the United States, including in New 

Jersey, and therefore transacts business within New Jersey related to Plaintiffs’ claims, and/or has 

engaged in systematic and continuous business contacts within New Jersey. 

49. This Court has personal jurisdiction over EPPL because, on information and 

belief, it controls and dominates Esjay Pharma, and therefore the activities of Esjay Pharma in this 

jurisdiction are attributed to EPPL. 

50. By a letter dated August 27, 2024 (“Esjay Notice Letter”), Esjay notified 

Plaintiffs that Esjay had submitted Esjay’s ANDA to the FDA for purported generic versions of 

triheptanoin oral liquid (100% w/w) (“Esjay’s ANDA Product”), seeking FDA approval to engage 
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in the commercial manufacture, use, sale, offer for sale, and/or importation of Esjay’s ANDA 

Product in or into the United States, including New Jersey, prior to the expiration of the ’748 

patent. 

51. By a letter dated September 23, 2024 (“Second Esjay Notice Letter”), Esjay 

notified Plaintiffs that Esjay had submitted Esjay’s ANDA to the FDA for Esjay’s ANDA Product, 

seeking FDA approval to engage in the commercial manufacture, use, sale, offer for sale, and/or 

importation of Esjay’s ANDA Product in or into the United States, including New Jersey, prior to 

the expiration of the ’748 patent. 

52. Esjay Pharma, in concert with EPPL, has committed an act of infringement 

in this Judicial District by filing ANDA No. 219512 with the intent to make, use, sell, offer for 

sale, and/or import Esjay’s ANDA Product in or into this Judicial District, prior to the expiration 

of the ’748 patent. 

53. According to EPPL’s website, it manufactures “comprehensive dosage 

forms for the US, EU and Sime[sic]-regulated Markets[.]”  See Esjay Manufacturing 

(https://esjaypharma.com/manufacturing/) (last visited, September 26, 2024).  EPPL’s website also 

states that “Esjay Pharma will foray into research, development and marketing of treatments for 

rare diseases.  Treatments for these diseases will be commercialized directly in USA[,] Europe, 

the Middle East, Canada, Australia, Asian markets and in some Latin American countries, and 

through selected partners in a number of other countries.”  See Esjay Product Focus 

(https://esjaypharma.com/product-focus/) (last visited, September 26, 2024). 

54. On information and belief, Esjay Pharma and EPPL acted in concert to 

prepare and submit Esjay’s ANDA. 
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55. Esjay has taken the costly, significant step of applying to the FDA for 

approval to engage in future activities, including the marketing of Esjay’s ANDA Product, which 

will be purposefully directed at New Jersey and elsewhere in the United States.  

56. On information and belief, Esjay has systematic and continuous contacts 

with New Jersey; has established distribution channels for drug products in New Jersey; regularly 

and continuously conducts business in New Jersey, including by selling drug products in New 

Jersey, either directly or indirectly through its subsidiaries, agents, or affiliates; has purposefully 

availed itself of the privilege of doing business in New Jersey; and derives substantial revenue 

from the sale of drug products in New Jersey. 

57. On information and belief, if Esjay’s ANDA is approved, Esjay will 

manufacture, market, promote, sell, offer for sale, import, use, and/or distribute Esjay’s ANDA 

Product within the United States, including in New Jersey.  On information and belief, Esjay 

regularly does business in New Jersey, and its practices with other generic pharmaceutical products 

have involved placing those products into the stream of commerce for distribution throughout the 

United States, including in New Jersey.  On information and belief, Esjay’s generic pharmaceutical 

products are used and/or consumed within and throughout the United States, including in New 

Jersey.  On information and belief, Esjay’s ANDA Product will be prescribed by physicians 

practicing in New Jersey, dispensed by pharmacies located within New Jersey, and used by patients 

in New Jersey.  Each of these activities would have a substantial effect within New Jersey and 

would constitute infringement of the ’748 patent in the event that Esjay’s ANDA Product is 

approved before the ’748 patent expires. 
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58. On information and belief, Esjay Pharma is registered with the State of New 

Jersey’s Division of Revenue and Enterprise Services as a business operating in New Jersey under 

Business ID No. 0450051802.  

59. On information and belief, Esjay derives substantial revenue from generic 

pharmaceutical products that are used and/or consumed within New Jersey, and that are 

manufactured by EPPL and/or for which Esjay Pharma is/are the named applicant(s) on approved 

ANDAs.  On information and belief, various products for which EPPL and/or Esjay Pharma is/are 

the named applicant(s) on approved ANDAs are available at retail pharmacies in New Jersey. 

60. Additionally, this Court has personal jurisdiction over EPPL because the 

requirements of Federal Rule of Civil Procedure 4(k)(2)(A) are met as (a) Plaintiffs’ claims arise 

under federal law; (b) EPPL is a foreign defendant not subject to general personal jurisdiction in 

the courts of any state; and (c) EPPL has sufficient contacts in the United States as a whole, 

including, but not limited to, by participating in the preparation and submission of Esjay’s ANDA, 

and/or manufacturing and/or selling pharmaceutical products distributed throughout the United 

States, including in this Judicial District, such that this Court’s exercise of jurisdiction over EPPL 

satisfies due process. 

61. Venue is proper in this Court as to EPPL because EPPL is a foreign entity 

who may be sued in any Judicial District, including in the District of New Jersey.  28 U.S.C. 

§ 1391(c)(3); see also 28 U.S.C. § 1400(b). 

62. Venue is proper in this Judicial District pursuant to 28 U.S.C. § 1400(b) as 

to Esjay Pharma because, on information and belief, Esjay Pharma has a regular and established 

place of business in New Jersey, and because, on information and belief, Esjay Pharma has 

committed or aided, abetted, contributed to, and/or participated in the commission of, acts of 
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infringement of the asserted patent that will lead to foreseeable harm and injury to Plaintiffs by 

preparing or assisting in preparing Esjay’s ANDA in New Jersey and/or with the intention of 

seeking to market Esjay’s ANDA Product nationwide, including within New Jersey. 

ACTS GIVING RISE TO THIS SUIT:  DEFENDANTS’ ANDAS AND NOTICES OF 
PARAGRAPH IV CERTIFICATIONS 

a. Navinta (ANDA No. 219480) 

63. On information and belief, Navinta has submitted or caused the submission 

of Navinta’s ANDA to the FDA under 21 U.S.C. § 355(j), to obtain approval to engage in the 

commercial manufacture, use, offer to sell, or sale within the United States or importation into the 

United States of Navinta’s ANDA Product, as purported generic versions of DOJOLVI®, prior to 

the expiration of the ’748 patent. 

64. On information and belief, the FDA has not yet approved Navinta’s ANDA. 

65. In the Navinta Notice Letter, Navinta notified Plaintiffs of the submission 

of Navinta’s ANDA to the FDA.  The purpose of this submission was to obtain approval under the 

FDCA to engage in the commercial manufacture, use, offer for sale, sale, and/or importation of 

Navinta’s ANDA Product prior to the expiration of the ’748 patent. 

66. In the Navinta Notice Letter, Navinta acknowledged that the Reference 

Listed Drug for Navinta’s ANDA is DOJOLVI®.  DOJOLVI ® is indicated for the treatment of adult 

and pediatric patients with molecularly confirmed long-chain fatty acid oxidation disorders (LC-

FAOD). 

67. In the Navinta Notice Letter, Navinta also notified Plaintiffs that, as part of 

its ANDA, Navinta had filed a purported Paragraph IV Certification pursuant to 21 U.S.C. 

§ 355(j)(2)(A)(vii)(IV) with respect to the ’748 patent.   
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68. On information and belief, Navinta submitted its ANDA to the FDA 

containing certifications pursuant to 21 U.S.C. § 355(j)(2)(A)(vii)(IV) asserting that the ’748 

patent is invalid, unenforceable, and/or will not be infringed by the manufacture, use, offer for 

sale, sale, and/or importation of Navinta’s ANDA Product. 

69. In the Navinta Notice Letter, Navinta stated that Navinta’s ANDA Product 

is a triheptanoin oral liquid.  

70. On information and belief, Navinta, through its own actions and through the 

actions of its agents, affiliates, and subsidiaries, prepared and submitted Navinta’s ANDA, and 

intends to further prosecute Navinta’s ANDA.  On information and belief, if the FDA approves 

Navinta’s ANDA, Navinta will manufacture, import, distribute, promote, market, offer for sale, or 

sell Navinta’s ANDA Product within the United States, or will import Navinta’s ANDA Product 

into the United States.  On information and belief, if the FDA approves Navinta’s ANDA, Navinta 

will actively induce or contribute to the manufacture, use, offer for sale, sale, or importation of 

Navinta’s ANDA Product in or into the United States. 

71. Plaintiffs bring this action within forty-five days of receipt of the Navinta 

Notice Letter.  Accordingly, Plaintiffs are entitled to a stay of FDA approval of Navinta’s ANDA 

pursuant to 21 U.S.C. § 355(j)(5)(B)(iii). 

b. Aurobindo (ANDA No. 219711) 

72. On information and belief, Aurobindo has submitted or caused the 

submission of Aurobindo’s ANDA to the FDA under 21 U.S.C. § 355(j), to obtain approval to 

engage in the commercial manufacture, use, offer to sell, or sale within the United States or 

importation into the United States of Aurobindo’s ANDA Product, as purported generic versions 

of DOJOLVI®, prior to the expiration of the ’748 patent. 
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73. On information and belief, the FDA has not yet approved Aurobindo’s 

ANDA. 

74. In the Aurobindo Notice Letter, Aurobindo notified Plaintiffs of the 

submission of Aurobindo’s ANDA to the FDA.  The purpose of this submission was to obtain 

approval under the FDCA to engage in the commercial manufacture, use, offer for sale, sale, and/or 

importation of Aurobindo’s ANDA Product prior to the expiration of the ’748 patent. 

75. In the Aurobindo Notice Letter, Aurobindo acknowledged that the 

Reference Listed Drug for Aurobindo’s ANDA is DOJOLVI®.  DOJOLVI ® is indicated for the 

treatment of adult and pediatric patients with molecularly confirmed long-chain fatty acid 

oxidation disorders (LC-FAOD). 

76. In the Aurobindo Notice Letter, Aurobindo also notified Plaintiffs that, as 

part of its ANDA, Aurobindo had filed a purported Paragraph IV Certification pursuant to 21 

U.S.C. § 355(j)(2)(A)(vii)(IV) with respect to the ’748 patent.   

77. On information and belief, Aurobindo submitted its ANDA to the FDA 

containing certifications pursuant to 21 U.S.C. § 355(j)(2)(A)(vii)(IV) asserting that the ’748 

patent is invalid, unenforceable, and/or will not be infringed by the manufacture, use, offer for 

sale, sale, and/or importation of Aurobindo’s ANDA Product. 

78. In the Aurobindo Notice Letter, Aurobindo stated that Aurobindo’s ANDA 

Product is a triheptanoin oral liquid.  

79. On information and belief, Aurobindo, through its own actions and through 

the actions of its agents, affiliates, and subsidiaries, prepared and submitted Aurobindo’s ANDA, 

and intends to further prosecute Aurobindo’s ANDA.  On information and belief, if the FDA 

approves Aurobindo’s ANDA, Aurobindo will manufacture, import, distribute, promote, market, 
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offer for sale, or sell Aurobindo’s ANDA Product within the United States, or will import 

Aurobindo’s ANDA Product into the United States.  On information and belief, if the FDA 

approves Aurobindo’s ANDA, Aurobindo will actively induce or contribute to the manufacture, 

use, offer for sale, sale, or importation of Aurobindo’s ANDA Product in or into the United States. 

80. Plaintiffs bring this action within forty-five days of receipt of the Aurobindo 

Notice Letter.  Accordingly, Plaintiffs are entitled to a stay of FDA approval of Aurobindo’s ANDA 

pursuant to 21 U.S.C. § 355(j)(5)(B)(iii). 

c. Esjay (ANDA No. 219512) 

81. On information and belief, Esjay has submitted or caused the submission of 

Esjay’s ANDA to the FDA under 21 U.S.C. § 355(j), to obtain approval to engage in the 

commercial manufacture, use, offer to sell, or sale within the United States or importation into the 

United States of Esjay’s ANDA Product, as purported generic versions of DOJOLVI®, prior to the 

expiration of the ’748 patent. 

82. On information and belief, the FDA has not yet approved Esjay’s ANDA.  

83. In the Esjay Notice Letter and Second Esjay Notice Letter, Esjay notified 

Plaintiffs of the submission of Esjay’s ANDA to the FDA.  The purpose of this submission was to 

obtain approval under the FDCA to engage in the commercial manufacture, use, offer for sale, 

sale, and/or importation of Esjay’s ANDA Product prior to the expiration of the ’748 patent. 

84. In the Esjay Notice Letter and Second Esjay Notice Letter, Esjay 

acknowledged that the Reference Listed Drug for Esjay’s ANDA is DOJOLVI®.  DOJOLVI ® is 

indicated for the treatment of adult and pediatric patients with molecularly confirmed long-chain 

fatty acid oxidation disorders (LC-FAOD). 
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85. In the Esjay Notice Letter and Second Esjay Notice Letter, Esjay also 

notified Plaintiffs that, as part of its ANDA, Esjay had filed a purported Paragraph IV Certification 

pursuant to 21 U.S.C. § 355(j)(2)(A)(vii)(IV) with respect to the ’748 patent.   

86. On information and belief, Esjay submitted its ANDA to the FDA 

containing certifications pursuant to 21 U.S.C. § 355(j)(2)(A)(vii)(IV) asserting that the ’748 

patent is invalid, unenforceable, and/or will not be infringed by the manufacture, use, offer for 

sale, sale, and/or importation of Esjay’s ANDA Product. 

87. In the Esjay Notice Letter and Second Esjay Notice Letter, Esjay stated that 

Esjay’s ANDA Product is a triheptanoin oral liquid. 

88. On information and belief, Esjay, through its own actions and through the 

actions of its agents, affiliates, and subsidiaries, prepared and submitted Esjay’s ANDA, and 

intends to further prosecute Esjay’s ANDA.  On information and belief, if the FDA approves 

Esjay’s ANDA, Esjay will manufacture, import, distribute, promote, market, offer for sale, or sell 

Esjay’s ANDA Product within the United States, or will import Esjay’s ANDA Product into the 

United States.  On information and belief, if the FDA approves Esjay’s ANDA, Esjay, through 

their own actions and through the actions of their agents, affiliates, and subsidiaries, will actively 

induce or contribute to the manufacture, use, offer for sale, sale, or importation of Esjay’s ANDA 

Product in or into the United States. 

89. Plaintiffs bring this action within forty-five days of receipt of the Esjay 

Notice Letter (and Second Esjay Notice Letter).  Accordingly, Plaintiffs are entitled to a stay of 

FDA approval of Esjay’s ANDA pursuant to 21 U.S.C. § 355(j)(5)(B)(iii).   

COUNT I – INFRINGEMENT BY NAVINTA OF THE ’748 PATENT 

90. Plaintiffs incorporate each of the preceding paragraphs 1–89 as if fully set 

forth herein.  
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91. Navinta’s submission of Navinta’s ANDA with a Paragraph IV Certification 

for the purpose of obtaining approval to engage in the commercial manufacture, use, offer for sale, 

sale, and/or importation of Navinta’s ANDA Product in or into the United States before the 

expiration of the ’748 patent is an act of infringement of the ’748 patent under 35 U.S.C. § 

271(e)(2)(A). 

92. There is a justiciable controversy between Plaintiffs and Navinta as to the 

infringement of the ’748 patent. 

93. Unless enjoined by this Court, upon FDA approval of Navinta’s ANDA, 

Navinta will infringe one or more claims of the ’748 patent under 35 U.S.C. § 271(a), including at 

least claim 1, by making, using, offering to sell, selling, and/or importing Navinta’s ANDA Product 

in the United States. 

94. Unless enjoined by this Court, upon FDA approval of Navinta’s ANDA, 

Navinta will induce infringement of one or more claims of the ’748 patent under 35 U.S.C. 

§ 271(b), including at least claim 1, by making, using, offering to sell, selling, and/or importing 

Navinta’s ANDA Product in the United States.  On information and belief, upon FDA approval of 

Navinta’s ANDA, Navinta will intentionally encourage acts of direct infringement with knowledge 

of the ’748 patent and knowledge that its acts are encouraging infringement. 

95. Unless enjoined by this Court, upon FDA approval of Navinta’s ANDA, 

Navinta will contributorily infringe one or more claims of the ’748 patent under 35 U.S.C. 

§ 271(c), including at least claim 1, by making, using, offering to sell, selling, and/or importing 

Navinta’s ANDA Product in the United States.  On information and belief, Navinta has had and 

continues to have knowledge that Navinta’s ANDA Product is especially adapted for a use that 
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infringes one or more claims of the ’748 patent, including at least claim 1, and that there is no 

substantial non-infringing use for Navinta’s ANDA Product. 

96. Plaintiffs will be substantially and irreparably damaged and harmed if 

Navinta’s infringement of the ’748 patent is not enjoined. 

97. Plaintiffs do not have an adequate remedy at law. 

98. This case is an exceptional one, and Plaintiffs are entitled to an award of 

their reasonable attorneys’ fees under 35 U.S.C. § 285.  

COUNT II – INFRINGEMENT BY AUROBINDO OF THE ’748 PATENT 

99. Plaintiffs incorporate each of the preceding paragraphs 1–98 as if fully set 

forth herein.  

100. Aurobindo’s submission of Aurobindo’s ANDA with a Paragraph IV 

Certification for the purpose of obtaining approval to engage in the commercial manufacture, use, 

offer for sale, sale, and/or importation of Aurobindo’s ANDA Product in or into the United States 

before the expiration of the ’748 patent is an act of infringement of the ’748 patent under 35 U.S.C. 

§ 271(e)(2)(A). 

101. There is a justiciable controversy between Plaintiffs and Aurobindo as to 

the infringement of the ’748 patent. 

102. Unless enjoined by this Court, upon FDA approval of Aurobindo’s ANDA, 

Aurobindo will infringe one or more claims of the ’748 patent under 35 U.S.C. § 271(a), including 

at least claim 1, by making, using, offering to sell, selling, and/or importing Aurobindo’s ANDA 

Product in the United States. 

103. Unless enjoined by this Court, upon FDA approval of Aurobindo’s ANDA, 

Aurobindo will induce infringement of one or more claims of the ’748 patent under 35 U.S.C. 

§ 271(b), including at least claim 1, by making, using, offering to sell, selling, and/or importing 
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Aurobindo’s ANDA Product in the United States.  On information and belief, upon FDA approval 

of Aurobindo’s ANDA, Aurobindo will intentionally encourage acts of direct infringement with 

knowledge of the ’748 patent and knowledge that its acts are encouraging infringement. 

104. Unless enjoined by this Court, upon FDA approval of Aurobindo’s ANDA, 

Aurobindo will contributorily infringe one or more claims of the ’748 patent under 35 U.S.C. 

§ 271(c), including at least claim 1, by making, using, offering to sell, selling, and/or importing 

Aurobindo’s ANDA Product in the United States.  On information and belief, Aurobindo has had 

and continues to have knowledge that Aurobindo’s ANDA Product is especially adapted for a use 

that infringes one or more claims of the ’748 patent, including at least claim 1, and that there is no 

substantial non-infringing use for Aurobindo’s ANDA Product. 

105. Plaintiffs will be substantially and irreparably damaged and harmed if 

Aurobindo’s infringement of the ’748 patent is not enjoined. 

106. Plaintiffs do not have an adequate remedy at law. 

107. This case is an exceptional one, and Plaintiffs are entitled to an award of 

their reasonable attorneys’ fees under 35 U.S.C. § 285.  

COUNT III – INFRINGEMENT BY ESJAY OF THE ’748 PATENT 

108. Plaintiffs incorporate each of the preceding paragraphs 1–107 as if fully set 

forth herein.  

109. Esjay’s submission of Esjay’s ANDA with a Paragraph IV Certification for 

the purpose of obtaining approval to engage in the commercial manufacture, use, offer for sale, 

sale, and/or importation of Esjay’s ANDA Product in or into the United States before the expiration 

of the ’748 patent is an act of infringement of the ’748 patent under 35 U.S.C. § 271(e)(2)(A). 

110. There is a justiciable controversy between Plaintiffs and Esjay as to the 

infringement of the ’748 patent. 
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111. Unless enjoined by this Court, upon FDA approval of Esjay’s ANDA, Esjay 

will infringe one or more claims of the ’748 patent under 35 U.S.C. § 271(a), including at least 

claim 1, by making, using, offering to sell, selling, and/or importing Esjay’s ANDA Product in the 

United States. 

112. Unless enjoined by this Court, upon FDA approval of Esjay’s ANDA, Esjay 

will induce infringement of one or more claims of the ’748 patent under 35 U.S.C. § 271(b), 

including at least claim 1, by making, using, offering to sell, selling, and/or importing Esjay’s 

ANDA Product in the United States.  On information and belief, upon FDA approval of Esjay’s 

ANDA, Esjay will intentionally encourage acts of direct infringement with knowledge of the ’748 

patent and knowledge that its acts are encouraging infringement. 

113. Unless enjoined by this Court, upon FDA approval of Esjay’s ANDA, Esjay 

will contributorily infringe one or more claims of the ’748 patent under 35 U.S.C. § 271(c), 

including at least claim 1, by making, using, offering to sell, selling, and/or importing Esjay’s 

ANDA Product in the United States.  On information and belief, Esjay has had and continues to 

have knowledge that Esjay’s ANDA Product is especially adapted for a use that infringes one or 

more claims of the ’748 patent, including at least claim 1, and that there is no substantial non-

infringing use for Esjay’s ANDA Product. 

114. Plaintiffs will be substantially and irreparably damaged and harmed if 

Esjay’s infringement of the ’748 patent is not enjoined. 

115. Plaintiffs do not have an adequate remedy at law. 

116. This case is an exceptional one, and Plaintiffs are entitled to an award of 

their reasonable attorneys’ fees under 35 U.S.C. § 285.  

PRAYER FOR RELIEF 

WHEREFORE, Plaintiffs request the following relief: 
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a. Navinta 

(a) A judgment that the ’748 patent has been infringed under 35 U.S.C. 

§ 271(e)(2) by Navinta’s submission to the FDA of Navinta’s ANDA; 

(b) A judgment, pursuant to 35 U.S.C. § 271(e)(4)(A), ordering that the 

effective date of any FDA approval of ANDA No. 219480 for the commercial manufacture, use, 

or sale of Navinta’s ANDA Product, or any other drug product that infringes or the use of which 

infringes the ’748 patent, be not earlier than the expiration date of the ’748 patent, inclusive of any 

extension(s) and additional period(s) of exclusivity; 

(c) A preliminary and permanent injunction, pursuant to 35 U.S.C. 

§§ 271(e)(4)(B) and 283 and Rule 65, Fed. R. Civ. P., enjoining Navinta, and all persons acting in 

concert with Navinta, from the commercial manufacture, use, offer for sale, or sale in the United 

States, or importation into the United States of Navinta’s ANDA Product, or any other drug product 

covered by or whose use is covered by the ’748 patent, prior to the expiration of the ’748 patent, 

inclusive of any extension(s) and additional period(s) of exclusivity; 

(d) A judgment declaring that the commercial manufacture, use, offer for sale, 

or sale in the United States, or importation into the United States of Navinta’s ANDA Product, or 

any other drug product that is covered by or whose use is covered by the ’748 patent, prior to the 

expiration of the ’748 patent, inclusive of any extension(s) and additional period(s) of exclusivity, 

will infringe, induce the infringement of, and contribute to the infringement by others of the ’748 

patent; 

(e) A declaration that Navinta’s commercial manufacture, use, offer for sale, or 

sale in the United States, or importation into the United States, of Navinta’s ANDA Product, or 

inducing or contributing to such conduct, would constitute infringement of one or more claims of 
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the ’748 patent by Navinta, including at least claim 1, under one or more of 35 U.S.C. § 271(a), 

(b), and (c); 

(f) An award of damages or other relief, pursuant to 35 U.S.C. § 271(e)(4)(C), 

if Navinta engages in the commercial manufacture, use, offer for sale, or sale in the United States, 

or importation into the United States of Navinta’s ANDA Product, or any product that infringes 

the ’748 patent, or induces or contributes to such conduct, prior to the expiration of the ’748 patent, 

inclusive of any extension(s) and additional period(s) of exclusivity; 

(g) A judgment that Navinta willfully and deliberately infringed the ’748 

patent;  

(h) A declaration that this is an exceptional case and an award of attorneys’ fees 

pursuant to 35 U.S.C. § 285; 

(i) Costs and expenses in this action; and 

(j) Such further and other relief as this Court may deem just and proper. 

b. Aurobindo  

(a) A judgment that the ’748 patent has been infringed under 35 U.S.C. 

§ 271(e)(2) by Aurobindo’s submission to the FDA of Aurobindo’s ANDA; 

(b) A judgment, pursuant to 35 U.S.C. § 271(e)(4)(A), ordering that the 

effective date of any FDA approval of ANDA No. 219711 for the commercial manufacture, use, 

or sale of Aurobindo’s ANDA Product, or any other drug product that infringes or the use of which 

infringes the ’748 patent, be not earlier than the expiration date of the ’748 patent, inclusive of any 

extension(s) and additional period(s) of exclusivity; 

(c) A preliminary and permanent injunction, pursuant to 35 U.S.C. 

§§ 271(e)(4)(B) and 283 and Rule 65, Fed. R. Civ. P., enjoining Aurobindo, and all persons acting 

in concert with Aurobindo, from the commercial manufacture, use, offer for sale, or sale in the 
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United States, or importation into the United States of Aurobindo’s ANDA Product, or any other 

drug product covered by or whose use is covered by the ’748 patent, prior to the expiration of the 

’748 patent, inclusive of any extension(s) and additional period(s) of exclusivity; 

(d) A judgment declaring that the commercial manufacture, use, offer for sale, 

or sale in the United States, or importation into the United States of Aurobindo’s ANDA Product, 

or any other drug product that is covered by or whose use is covered by the ’748 patent, prior to 

the expiration of the ’748 patent, inclusive of any extension(s) and additional period(s) of 

exclusivity, will infringe, induce the infringement of, and contribute to the infringement by others 

of the ’748 patent; 

(e) A declaration that Aurobindo’s commercial manufacture, use, offer for sale, 

or sale in the United States, or importation into the United States, of Aurobindo’s ANDA Product, 

or inducing or contributing to such conduct, would constitute infringement of one or more claims 

of the ’748 patent, including at least claim 1, by Aurobindo under one or more of 35 U.S.C. § 

271(a), (b), and (c); 

(f) An award of damages or other relief, pursuant to 35 U.S.C. § 271(e)(4)(C), 

if Aurobindo engages in the commercial manufacture, use, offer for sale, or sale in the United 

States, or importation into the United States of Aurobindo’s ANDA Product, or any product that 

infringes the ’748 patent, or induces or contributes to such conduct, prior to the expiration of the 

’748 patent, inclusive of any extension(s) and additional period(s) of exclusivity; 

(g) A judgment that Aurobindo willfully and deliberately infringed the ’748 

patent;  

(h) A declaration that this is an exceptional case and an award of attorneys’ fees 

pursuant to 35 U.S.C. § 285; 
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(i) Costs and expenses in this action; and 

(j) Such further and other relief as this Court may deem just and proper. 

c. Esjay  

(a) A judgment that the ’748 patent has been infringed under 35 U.S.C. 

§ 271(e)(2) by Esjay’s submission to the FDA of Esjay’s ANDA; 

(b) A judgment, pursuant to 35 U.S.C. § 271(e)(4)(A), ordering that the 

effective date of any FDA approval of ANDA No. 219512 for the commercial manufacture, use, 

or sale of Esjay’s ANDA Product, or any other drug product that infringes or the use of which 

infringes the ’748 patent, be not earlier than the later of the expiration date of the ’748 patent, 

inclusive of any extension(s) and additional period(s) of exclusivity; 

(c) A preliminary and permanent injunction, pursuant to 35 U.S.C. 

§§ 271(e)(4)(B) and 283 and Rule 65, Fed. R. Civ. P., enjoining Esjay, and all persons acting in 

concert with Esjay, from the commercial manufacture, use, offer for sale, or sale in the United 

States, or importation into the United States of Esjay’s ANDA Product, or any other drug product 

covered by or whose use is covered by the ’748 patent, prior to the expiration of the ’748 patent, 

inclusive of any extension(s) and additional period(s) of exclusivity; 

(d) A judgment declaring that the commercial manufacture, use, offer for sale, 

or sale in the United States, or importation into the United States of Esjay’s ANDA Product, or any 

other drug product that is covered by or whose use is covered by the ’748 patent, prior to the 

expiration of the ’748 patent, inclusive of any extension(s) and additional period(s) of exclusivity, 

will infringe, induce the infringement of, and contribute to the infringement by others of the ’748 

patent; 

(e) A declaration that Esjay’s commercial manufacture, use, offer for sale, or 

sale in the United States, or importation into the United States, of Esjay’s ANDA Product, or 
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inducing or contributing to such conduct, would constitute infringement of one or more claims of 

the ’748 patent, including at least claim 1, by Esjay under one or more of 35 U.S.C. § 271(a), (b), 

and (c); 

(f) An award of damages or other relief, pursuant to 35 U.S.C. § 271(e)(4)(C), 

if Esjay engages in the commercial manufacture, use, offer for sale, or sale in the United States, or 

importation into the United States of Esjay’s ANDA Product, or any product that infringes the ’748 

patent, or induces or contributes to such conduct, prior to the expiration of the ’748 patent, 

inclusive of any extension(s) and additional period(s) of exclusivity; 

(g) A judgment that Esjay willfully and deliberately infringed the ’748 patent;  

(h) A declaration that this is an exceptional case and an award of attorneys’ fees 

pursuant to 35 U.S.C. § 285; 

(i) Costs and expenses in this action; and 

(j) Such further and other relief as this Court may deem just and proper.  
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Dated: September 26, 2024 
  
 
Of Counsel:  
 
Anthony M. Insogna  
JONES DAY 
4655 Executive Drive, Suite 1500 
San Diego, CA  92121 
(858) 314-1130 
 
Andrea Weiss Jeffries (pro hac vice to be submitted) 
JONES DAY 
555 S. Flower Street 
Los Angeles, CA 90071 
(213) 243-2176 
 
Matthew J. Hertko (pro hac vice to be submitted) 
JONES DAY 
110 North Wacker Drive, Suite 4800 
Chicago, IL 60606 
(312) 269-1581 
 
 

By:  s/ Charles M. Lizza 
Charles M. Lizza 
William C. Baton 
Sarah A. Sullivan 
Alexander Callo 
SAUL EWING LLP 
One Riverfront Plaza 
1037 Raymond Blvd., Suite 1520 
Newark, New Jersey 07102-5490 
(973) 286-6700 
clizza@saul.com 
 
Attorneys for Plaintiffs  
Ultragenyx Pharmaceutical Inc. 
and Baylor Research Institute 
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LOCAL CIVIL RULES 11.2 AND 40.1 CERTIFICATION 

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. 

Dated: September 26, 2024 
  
 
Of Counsel:  
 
Anthony M. Insogna  
JONES DAY 
4655 Executive Drive, Suite 1500 
San Diego, CA  92121 
(858) 314-1130 
 
Andrea Weiss Jeffries (pro hac vice to be submitted) 
JONES DAY 
555 S. Flower Street 
Los Angeles, CA 90071 
(213) 243-2176 
 
Matthew J. Hertko (pro hac vice to be submitted) 
JONES DAY 
110 North Wacker Drive, Suite 4800 
Chicago, IL 60606 
(312) 269-1581 
 
 

By:  s/ Charles M. Lizza 
Charles M. Lizza 
William C. Baton 
Sarah A. Sullivan 
Alexander Callo 
SAUL EWING LLP 
One Riverfront Plaza 
1037 Raymond Blvd., Suite 1520 
Newark, New Jersey 07102-5490 
(973) 286-6700 
clizza@saul.com 
 
Attorneys for Plaintiffs  
Ultragenyx Pharmaceutical Inc. 
and Baylor Research Institute 
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	COMPLAINT FOR PATENT INFRINGEMENT
	1. This is an action for patent infringement under the patent laws of the United States, 35 U.S.C. § 100, et seq., arising from the Defendants’ filing of their respective Abbreviated New Drug Application (“ANDA”), Nos. 219480 (“Navinta’s ANDA”), 21971...
	2. Plaintiff Ultragenyx is a pharmaceutical company focused on treating rare diseases.  Ultragenyx is involved in the research and development of novel products for the treatment of rare and ultra-rare genetic diseases for which there are typically no...
	3. Ultragenyx is a corporation organized and existing under the laws of the State of Delaware with its principal place of business at 60 Leveroni Court, Novato, California 94949.
	4. Plaintiff BRI is a non-profit corporation organized and existing under the laws of the State of Texas with its principal place of business at 3310 Live Oak Street, Suite 501, Dallas, Texas 75204.
	5. On information and belief, Defendant Navinta LLC is a company organized and existing under the laws of the State of New Jersey with a place of business at 1499 Lower Ferry Rd., Ewing, New Jersey 08618.
	6. On information and belief, Defendant APL is a corporation organized and existing under the laws of India, having a principal place of business at Galaxy Floors 22-24 Plot No 1 Survey No 83/1 Hyderabad Knowledge City Raidurg Panmaktha Ranga Reddy Di...
	7. On information and belief, Defendant Aurobindo USA is a corporation organized and existing under the laws of the State of Delaware with a principal place of business at 279 Princeton Hightstown Road, East Windsor, New Jersey 08520.
	8. On information and belief, Aurobindo USA is a wholly owned subsidiary of APL.
	9. On information and belief, Defendant Esjay Pharma is a company organized and existing under the laws of the State of Florida, having a principal place of business at 16732 Strasbourg Lane, Delray Beach, Florida 33446.
	10. On information and belief, Defendant EPPL is a corporation organized and existing under the laws of India, having a principal place of business at Plot No G28 & 29, 12th Main Road, SIPCOT Industrial Park, Sriperumbudur Taluk, Irungattukottai, Tami...
	11. On information and belief, Esjay Pharma is a subsidiary of EPPL.
	12. BRI is the owner and assignee of the ’748 patent, entitled “Glycogen or polysaccharide storage disease treatment method” (attached hereto as Exhibit A).
	13. On April 15, 2014, the ’748 patent was duly and legally issued to BRI as assignee of inventor Charles R. Roe.
	14. BRI is the owner of all right, title, and interest in the ’748 patent.  Ultragenyx is the exclusive licensee of the ’748 patent.
	15. Ultragenyx holds an approved New Drug Application (“NDA”) under Section 505(a) of the Federal Food, Drug, and Cosmetic Act (“FDCA”), 21 U.S.C. § 355(a), for triheptanoin oral liquid (NDA No. 213687), which it sells under the trade name DOJOLVI®.  ...
	16. Pursuant to 21 U.S.C. § 355(b)(1) and attendant FDA regulations, the ’748 patent is listed in the FDA publication, “Approved Drug Products with Therapeutic Equivalence Evaluations” (the “Orange Book”) with respect to DOJOLVI®.
	17. The claims of the ’748 patent cover, inter alia, pharmaceutical compositions of triheptanoin.
	18. The FDA’s Orange Book for DOJOLVI® currently lists the expiration of the ’748 patent as April 28, 2029.
	19. Plaintiffs incorporate each of the preceding paragraphs 1–18 as if fully set forth herein.
	20. This is a civil action for patent infringement arising under the patent laws of the United States, 35 U.S.C. § 100, et seq., including 35 U.S.C. § 271, for infringement of the ’748 patent.  This Court has jurisdiction over the subject matter of th...
	21. Venue is proper in this Judicial District pursuant to 28 U.S.C. §§ 1391 and 1400(b).
	a. Personal Jurisdiction: Navinta
	22. This Court has personal jurisdiction over Navinta by virtue of, inter alia, its systematic and continuous contacts with the State of New Jersey.  On information and belief, Navinta is a company organized and existing under the laws of the State of...
	23. Navinta is also subject to personal jurisdiction in New Jersey because, inter alia, it has purposely availed itself of the benefits and protections of New Jersey’s laws such that it should reasonably anticipate being sued in this Judicial District...
	24. By a letter dated August 14, 2024 (“Navinta Notice Letter”), Navinta notified Plaintiffs that Navinta had submitted Navinta’s ANDA to the FDA for purported generic versions of triheptanoin oral liquid (100% w/w) (“Navinta’s ANDA Product”), seeking...
	25. Navinta has committed an act of infringement in this Judicial District by filing ANDA No. 219480 with the intent to make, use, sell, offer for sale, and/or import Navinta’s ANDA Product in or into this Judicial District, prior to the expiration of...
	26. Navinta has taken the costly, significant step of applying to the FDA for approval to engage in future activities, including the marketing of the Navinta’s ANDA Product, which will be purposefully directed at New Jersey and elsewhere in the United...
	27. On information and belief, if Navinta’s ANDA is approved, Navinta will manufacture, market, promote, sell, offer for sale, import, use, and/or distribute Navinta’s ANDA Product within the United States, including in New Jersey.  On information and...
	28. Venue is proper in this Court as to Navinta pursuant to 28 U.S.C. § 1400(b) because Navinta is organized and exists under the laws of the State of New Jersey and therefore resides in this Judicial District.

	b. Personal Jurisdiction: Aurobindo
	29. This Court has personal jurisdiction over APL by virtue of, inter alia, its systematic and continuous contacts with the State of New Jersey.  APL itself, and through its wholly owned subsidiary Aurobindo USA, purposely availed itself of the benefi...
	30. On information and belief, Aurobindo USA has a principle place of business in East Windsor, New Jersey and also operates a distribution center at 6 Wheeling Road, Dayton, New Jersey 08810.
	31. By a letter dated August 22, 2024 (“Aurobindo Notice Letter”), Aurobindo notified Plaintiffs that Aurobindo had submitted Aurobindo’s ANDA to the FDA for purported generic versions of triheptanoin oral liquid (100% w/w) (“Aurobindo’s ANDA Product”...
	32. APL, in concert with Aurobindo USA, has committed an act of infringement in this Judicial District by filing ANDA No. 219711 with the intent to make, use, sell, offer for sale, and/or import Aurobindo’s ANDA Product in or into this Judicial Distri...
	33. APL’s Annual Report from 2023-24 states that it is the “#1 largest generic pharma company in the US by Rx dispensed” and that the US contributed “48%” “to the total revenue mix.”  See Aurobindo Annual Report 2023-24 (“Aurobindo Annual Report”), at...
	34. This Court has personal jurisdiction over Aurobindo USA because Aurobindo USA is a corporation with a principal place of business in East Windsor, New Jersey and at least one other regular and established place of business in Dayton, New Jersey.
	35. Aurobindo USA is also subject to personal jurisdiction in New Jersey because, inter alia, it has purposely availed itself of the benefits and protections of New Jersey’s laws such that is should reasonably anticipate being sued in this Judicial Di...
	36. Aurobindo USA’s website states that its “global headquarters” is “Aurobindo Pharma Limited” in Telangana, India.  See Corporate Offices, https://www.aurobindousa.com/company/corporate-offices/ (last visited September 26, 2024).
	37. On information and belief, APL and Aurobindo USA acted in concert to prepare and submit Aurobindo’s ANDA.
	38. Aurobindo has taken the costly, significant step of applying to the FDA for approval to engage in future activities, including the marketing of Aurobindo’s ANDA Product, which will be purposefully directed at New Jersey and elsewhere in the United...
	39. On information and belief, Aurobindo has systematic and continuous contacts with New Jersey; has established distribution channels for drug products in New Jersey; regularly and continuously conducts business in New Jersey, including by selling dr...
	40. On information and belief, if Aurobindo’s ANDA is approved, Aurobindo will manufacture, market, promote, sell, offer for sale, import, use, and/or distribute Aurobindo’s ANDA Product within the United States, including in New Jersey, consistent wi...
	41. On information and belief, APL is registered with the State of New Jersey’s Division of Revenue and Enterprise Services as a business operating in New Jersey under Business ID No. 0100904116.
	42. On information and belief, Aurobindo USA is registered with the State of New Jersey’s Division of Revenue and Enterprise Services as a business operating in New Jersey under Business ID No. 0100921223.
	43. On information and belief, Aurobindo derives substantial revenue from generic pharmaceutical products that are used and/or consumed within New Jersey, and that are manufactured by APL and/or for which Aurobindo USA is/are the named applicant(s) on...
	44. On information and belief, APL has consented to jurisdiction in New Jersey in one or more prior cases arising out of the filing of its ANDAs, and/or has filed counterclaims in such cases.  See, e.g., Merck Sharp & Dohme B.V. v. Aurobindo Pharma US...
	45. Additionally, this Court has personal jurisdiction over APL because the requirements of Federal Rule of Civil Procedure 4(k)(2)(A) are met as (a) Plaintiffs’ claims arise under federal law; (b) APL is a foreign defendant not subject to general per...
	46. Venue is proper in this Court as to APL because APL is a foreign entity who may be sued in any Judicial District, including in the District of New Jersey.  28 U.S.C. § 1391(c)(3); see also 28 U.S.C. § 1400(b).
	47. Venue is proper in this Judicial District pursuant to 28 U.S.C. § 1400(b) as to Aurobindo USA, because, on information and belief, Aurobindo USA has a regular and established place of business in New Jersey, and because, on information and belief,...

	c. Personal Jurisdiction: Esjay
	48. This Court has personal jurisdiction over Esjay Pharma because, inter alia, it has purposely availed itself of the benefits and protections of New Jersey’s laws such that it should reasonably anticipate being sued in this Judicial District.  On in...
	49. This Court has personal jurisdiction over EPPL because, on information and belief, it controls and dominates Esjay Pharma, and therefore the activities of Esjay Pharma in this jurisdiction are attributed to EPPL.
	50. By a letter dated August 27, 2024 (“Esjay Notice Letter”), Esjay notified Plaintiffs that Esjay had submitted Esjay’s ANDA to the FDA for purported generic versions of triheptanoin oral liquid (100% w/w) (“Esjay’s ANDA Product”), seeking FDA appro...
	51. By a letter dated September 23, 2024 (“Second Esjay Notice Letter”), Esjay notified Plaintiffs that Esjay had submitted Esjay’s ANDA to the FDA for Esjay’s ANDA Product, seeking FDA approval to engage in the commercial manufacture, use, sale, offe...
	52. Esjay Pharma, in concert with EPPL, has committed an act of infringement in this Judicial District by filing ANDA No. 219512 with the intent to make, use, sell, offer for sale, and/or import Esjay’s ANDA Product in or into this Judicial District, ...
	53. According to EPPL’s website, it manufactures “comprehensive dosage forms for the US, EU and Sime[sic]-regulated Markets[.]”  See Esjay Manufacturing (https://esjaypharma.com/manufacturing/) (last visited, September 26, 2024).  EPPL’s website also ...
	54. On information and belief, Esjay Pharma and EPPL acted in concert to prepare and submit Esjay’s ANDA.
	55. Esjay has taken the costly, significant step of applying to the FDA for approval to engage in future activities, including the marketing of Esjay’s ANDA Product, which will be purposefully directed at New Jersey and elsewhere in the United States.
	56. On information and belief, Esjay has systematic and continuous contacts with New Jersey; has established distribution channels for drug products in New Jersey; regularly and continuously conducts business in New Jersey, including by selling drug p...
	57. On information and belief, if Esjay’s ANDA is approved, Esjay will manufacture, market, promote, sell, offer for sale, import, use, and/or distribute Esjay’s ANDA Product within the United States, including in New Jersey.  On information and belie...
	58. On information and belief, Esjay Pharma is registered with the State of New Jersey’s Division of Revenue and Enterprise Services as a business operating in New Jersey under Business ID No. 0450051802.
	59. On information and belief, Esjay derives substantial revenue from generic pharmaceutical products that are used and/or consumed within New Jersey, and that are manufactured by EPPL and/or for which Esjay Pharma is/are the named applicant(s) on app...
	60. Additionally, this Court has personal jurisdiction over EPPL because the requirements of Federal Rule of Civil Procedure 4(k)(2)(A) are met as (a) Plaintiffs’ claims arise under federal law; (b) EPPL is a foreign defendant not subject to general p...
	61. Venue is proper in this Court as to EPPL because EPPL is a foreign entity who may be sued in any Judicial District, including in the District of New Jersey.  28 U.S.C. § 1391(c)(3); see also 28 U.S.C. § 1400(b).
	62. Venue is proper in this Judicial District pursuant to 28 U.S.C. § 1400(b) as to Esjay Pharma because, on information and belief, Esjay Pharma has a regular and established place of business in New Jersey, and because, on information and belief, Es...

	a. Navinta (ANDA No. 219480)
	63. On information and belief, Navinta has submitted or caused the submission of Navinta’s ANDA to the FDA under 21 U.S.C. § 355(j), to obtain approval to engage in the commercial manufacture, use, offer to sell, or sale within the United States or im...
	64. On information and belief, the FDA has not yet approved Navinta’s ANDA.
	65. In the Navinta Notice Letter, Navinta notified Plaintiffs of the submission of Navinta’s ANDA to the FDA.  The purpose of this submission was to obtain approval under the FDCA to engage in the commercial manufacture, use, offer for sale, sale, and...
	66. In the Navinta Notice Letter, Navinta acknowledged that the Reference Listed Drug for Navinta’s ANDA is DOJOLVI®.  DOJOLVI ® is indicated for the treatment of adult and pediatric patients with molecularly confirmed long-chain fatty acid oxidation ...
	67. In the Navinta Notice Letter, Navinta also notified Plaintiffs that, as part of its ANDA, Navinta had filed a purported Paragraph IV Certification pursuant to 21 U.S.C. § 355(j)(2)(A)(vii)(IV) with respect to the ’748 patent.
	68. On information and belief, Navinta submitted its ANDA to the FDA containing certifications pursuant to 21 U.S.C. § 355(j)(2)(A)(vii)(IV) asserting that the ’748 patent is invalid, unenforceable, and/or will not be infringed by the manufacture, use...
	69. In the Navinta Notice Letter, Navinta stated that Navinta’s ANDA Product is a triheptanoin oral liquid.
	70. On information and belief, Navinta, through its own actions and through the actions of its agents, affiliates, and subsidiaries, prepared and submitted Navinta’s ANDA, and intends to further prosecute Navinta’s ANDA.  On information and belief, if...
	71. Plaintiffs bring this action within forty-five days of receipt of the Navinta Notice Letter.  Accordingly, Plaintiffs are entitled to a stay of FDA approval of Navinta’s ANDA pursuant to 21 U.S.C. § 355(j)(5)(B)(iii).

	b. Aurobindo (ANDA No. 219711)
	72. On information and belief, Aurobindo has submitted or caused the submission of Aurobindo’s ANDA to the FDA under 21 U.S.C. § 355(j), to obtain approval to engage in the commercial manufacture, use, offer to sell, or sale within the United States o...
	73. On information and belief, the FDA has not yet approved Aurobindo’s ANDA.
	74. In the Aurobindo Notice Letter, Aurobindo notified Plaintiffs of the submission of Aurobindo’s ANDA to the FDA.  The purpose of this submission was to obtain approval under the FDCA to engage in the commercial manufacture, use, offer for sale, sal...
	75. In the Aurobindo Notice Letter, Aurobindo acknowledged that the Reference Listed Drug for Aurobindo’s ANDA is DOJOLVI®.  DOJOLVI ® is indicated for the treatment of adult and pediatric patients with molecularly confirmed long-chain fatty acid oxid...
	76. In the Aurobindo Notice Letter, Aurobindo also notified Plaintiffs that, as part of its ANDA, Aurobindo had filed a purported Paragraph IV Certification pursuant to 21 U.S.C. § 355(j)(2)(A)(vii)(IV) with respect to the ’748 patent.
	77. On information and belief, Aurobindo submitted its ANDA to the FDA containing certifications pursuant to 21 U.S.C. § 355(j)(2)(A)(vii)(IV) asserting that the ’748 patent is invalid, unenforceable, and/or will not be infringed by the manufacture, u...
	78. In the Aurobindo Notice Letter, Aurobindo stated that Aurobindo’s ANDA Product is a triheptanoin oral liquid.
	79. On information and belief, Aurobindo, through its own actions and through the actions of its agents, affiliates, and subsidiaries, prepared and submitted Aurobindo’s ANDA, and intends to further prosecute Aurobindo’s ANDA.  On information and beli...
	80. Plaintiffs bring this action within forty-five days of receipt of the Aurobindo Notice Letter.  Accordingly, Plaintiffs are entitled to a stay of FDA approval of Aurobindo’s ANDA pursuant to 21 U.S.C. § 355(j)(5)(B)(iii).

	c. Esjay (ANDA No. 219512)
	81. On information and belief, Esjay has submitted or caused the submission of Esjay’s ANDA to the FDA under 21 U.S.C. § 355(j), to obtain approval to engage in the commercial manufacture, use, offer to sell, or sale within the United States or import...
	82. On information and belief, the FDA has not yet approved Esjay’s ANDA.
	83. In the Esjay Notice Letter and Second Esjay Notice Letter, Esjay notified Plaintiffs of the submission of Esjay’s ANDA to the FDA.  The purpose of this submission was to obtain approval under the FDCA to engage in the commercial manufacture, use, ...
	84. In the Esjay Notice Letter and Second Esjay Notice Letter, Esjay acknowledged that the Reference Listed Drug for Esjay’s ANDA is DOJOLVI®.  DOJOLVI ® is indicated for the treatment of adult and pediatric patients with molecularly confirmed long-ch...
	85. In the Esjay Notice Letter and Second Esjay Notice Letter, Esjay also notified Plaintiffs that, as part of its ANDA, Esjay had filed a purported Paragraph IV Certification pursuant to 21 U.S.C. § 355(j)(2)(A)(vii)(IV) with respect to the ’748 pate...
	86. On information and belief, Esjay submitted its ANDA to the FDA containing certifications pursuant to 21 U.S.C. § 355(j)(2)(A)(vii)(IV) asserting that the ’748 patent is invalid, unenforceable, and/or will not be infringed by the manufacture, use, ...
	87. In the Esjay Notice Letter and Second Esjay Notice Letter, Esjay stated that Esjay’s ANDA Product is a triheptanoin oral liquid.
	88. On information and belief, Esjay, through its own actions and through the actions of its agents, affiliates, and subsidiaries, prepared and submitted Esjay’s ANDA, and intends to further prosecute Esjay’s ANDA.  On information and belief, if the F...
	89. Plaintiffs bring this action within forty-five days of receipt of the Esjay Notice Letter (and Second Esjay Notice Letter).  Accordingly, Plaintiffs are entitled to a stay of FDA approval of Esjay’s ANDA pursuant to 21 U.S.C. § 355(j)(5)(B)(iii).
	90. Plaintiffs incorporate each of the preceding paragraphs 1–89 as if fully set forth herein.
	91. Navinta’s submission of Navinta’s ANDA with a Paragraph IV Certification for the purpose of obtaining approval to engage in the commercial manufacture, use, offer for sale, sale, and/or importation of Navinta’s ANDA Product in or into the United S...
	92. There is a justiciable controversy between Plaintiffs and Navinta as to the infringement of the ’748 patent.
	93. Unless enjoined by this Court, upon FDA approval of Navinta’s ANDA, Navinta will infringe one or more claims of the ’748 patent under 35 U.S.C. § 271(a), including at least claim 1, by making, using, offering to sell, selling, and/or importing Nav...
	94. Unless enjoined by this Court, upon FDA approval of Navinta’s ANDA, Navinta will induce infringement of one or more claims of the ’748 patent under 35 U.S.C. § 271(b), including at least claim 1, by making, using, offering to sell, selling, and/or...
	95. Unless enjoined by this Court, upon FDA approval of Navinta’s ANDA, Navinta will contributorily infringe one or more claims of the ’748 patent under 35 U.S.C. § 271(c), including at least claim 1, by making, using, offering to sell, selling, and/o...
	96. Plaintiffs will be substantially and irreparably damaged and harmed if Navinta’s infringement of the ’748 patent is not enjoined.
	97. Plaintiffs do not have an adequate remedy at law.
	98. This case is an exceptional one, and Plaintiffs are entitled to an award of their reasonable attorneys’ fees under 35 U.S.C. § 285.
	99. Plaintiffs incorporate each of the preceding paragraphs 1–98 as if fully set forth herein.
	100. Aurobindo’s submission of Aurobindo’s ANDA with a Paragraph IV Certification for the purpose of obtaining approval to engage in the commercial manufacture, use, offer for sale, sale, and/or importation of Aurobindo’s ANDA Product in or into the U...
	101. There is a justiciable controversy between Plaintiffs and Aurobindo as to the infringement of the ’748 patent.
	102. Unless enjoined by this Court, upon FDA approval of Aurobindo’s ANDA, Aurobindo will infringe one or more claims of the ’748 patent under 35 U.S.C. § 271(a), including at least claim 1, by making, using, offering to sell, selling, and/or importin...
	103. Unless enjoined by this Court, upon FDA approval of Aurobindo’s ANDA, Aurobindo will induce infringement of one or more claims of the ’748 patent under 35 U.S.C. § 271(b), including at least claim 1, by making, using, offering to sell, selling, a...
	104. Unless enjoined by this Court, upon FDA approval of Aurobindo’s ANDA, Aurobindo will contributorily infringe one or more claims of the ’748 patent under 35 U.S.C. § 271(c), including at least claim 1, by making, using, offering to sell, selling, ...
	105. Plaintiffs will be substantially and irreparably damaged and harmed if Aurobindo’s infringement of the ’748 patent is not enjoined.
	106. Plaintiffs do not have an adequate remedy at law.
	107. This case is an exceptional one, and Plaintiffs are entitled to an award of their reasonable attorneys’ fees under 35 U.S.C. § 285.
	108. Plaintiffs incorporate each of the preceding paragraphs 1–107 as if fully set forth herein.
	109. Esjay’s submission of Esjay’s ANDA with a Paragraph IV Certification for the purpose of obtaining approval to engage in the commercial manufacture, use, offer for sale, sale, and/or importation of Esjay’s ANDA Product in or into the United States...
	110. There is a justiciable controversy between Plaintiffs and Esjay as to the infringement of the ’748 patent.
	111. Unless enjoined by this Court, upon FDA approval of Esjay’s ANDA, Esjay will infringe one or more claims of the ’748 patent under 35 U.S.C. § 271(a), including at least claim 1, by making, using, offering to sell, selling, and/or importing Esjay’...
	112. Unless enjoined by this Court, upon FDA approval of Esjay’s ANDA, Esjay will induce infringement of one or more claims of the ’748 patent under 35 U.S.C. § 271(b), including at least claim 1, by making, using, offering to sell, selling, and/or im...
	113. Unless enjoined by this Court, upon FDA approval of Esjay’s ANDA, Esjay will contributorily infringe one or more claims of the ’748 patent under 35 U.S.C. § 271(c), including at least claim 1, by making, using, offering to sell, selling, and/or i...
	114. Plaintiffs will be substantially and irreparably damaged and harmed if Esjay’s infringement of the ’748 patent is not enjoined.
	115. Plaintiffs do not have an adequate remedy at law.
	116. This case is an exceptional one, and Plaintiffs are entitled to an award of their reasonable attorneys’ fees under 35 U.S.C. § 285.

	a. Navinta
	(a) A judgment that the ’748 patent has been infringed under 35 U.S.C. § 271(e)(2) by Navinta’s submission to the FDA of Navinta’s ANDA;
	(b) A judgment, pursuant to 35 U.S.C. § 271(e)(4)(A), ordering that the effective date of any FDA approval of ANDA No. 219480 for the commercial manufacture, use, or sale of Navinta’s ANDA Product, or any other drug product that infringes or the use o...
	(c) A preliminary and permanent injunction, pursuant to 35 U.S.C. §§ 271(e)(4)(B) and 283 and Rule 65, Fed. R. Civ. P., enjoining Navinta, and all persons acting in concert with Navinta, from the commercial manufacture, use, offer for sale, or sale in...
	(d) A judgment declaring that the commercial manufacture, use, offer for sale, or sale in the United States, or importation into the United States of Navinta’s ANDA Product, or any other drug product that is covered by or whose use is covered by the ’...
	(e) A declaration that Navinta’s commercial manufacture, use, offer for sale, or sale in the United States, or importation into the United States, of Navinta’s ANDA Product, or inducing or contributing to such conduct, would constitute infringement of...
	(f) An award of damages or other relief, pursuant to 35 U.S.C. § 271(e)(4)(C), if Navinta engages in the commercial manufacture, use, offer for sale, or sale in the United States, or importation into the United States of Navinta’s ANDA Product, or any...
	(g) A judgment that Navinta willfully and deliberately infringed the ’748 patent;
	(h) A declaration that this is an exceptional case and an award of attorneys’ fees pursuant to 35 U.S.C. § 285;
	(i) Costs and expenses in this action; and
	(j) Such further and other relief as this Court may deem just and proper.

	b. Aurobindo
	(a) A judgment that the ’748 patent has been infringed under 35 U.S.C. § 271(e)(2) by Aurobindo’s submission to the FDA of Aurobindo’s ANDA;
	(b) A judgment, pursuant to 35 U.S.C. § 271(e)(4)(A), ordering that the effective date of any FDA approval of ANDA No. 219711 for the commercial manufacture, use, or sale of Aurobindo’s ANDA Product, or any other drug product that infringes or the use...
	(c) A preliminary and permanent injunction, pursuant to 35 U.S.C. §§ 271(e)(4)(B) and 283 and Rule 65, Fed. R. Civ. P., enjoining Aurobindo, and all persons acting in concert with Aurobindo, from the commercial manufacture, use, offer for sale, or sal...
	(d) A judgment declaring that the commercial manufacture, use, offer for sale, or sale in the United States, or importation into the United States of Aurobindo’s ANDA Product, or any other drug product that is covered by or whose use is covered by the...
	(e) A declaration that Aurobindo’s commercial manufacture, use, offer for sale, or sale in the United States, or importation into the United States, of Aurobindo’s ANDA Product, or inducing or contributing to such conduct, would constitute infringemen...
	(f) An award of damages or other relief, pursuant to 35 U.S.C. § 271(e)(4)(C), if Aurobindo engages in the commercial manufacture, use, offer for sale, or sale in the United States, or importation into the United States of Aurobindo’s ANDA Product, or...
	(g) A judgment that Aurobindo willfully and deliberately infringed the ’748 patent;
	(h) A declaration that this is an exceptional case and an award of attorneys’ fees pursuant to 35 U.S.C. § 285;
	(i) Costs and expenses in this action; and
	(j) Such further and other relief as this Court may deem just and proper.

	c. Esjay
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