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UNITED STATES DISTRICT COURT 

NORTHERN DISTRICT OF CALIFORNIA 

APOTEX INC., a Canadian corporation, 

Plaintiff, 

v. 

GILEAD SCIENCES, INC., a Delaware 
corporation, and ASTELLAS PHARMA 
US, INC., a Delaware corporation, 

Defendants. 
 

 Case No.  

COMPLAINT FOR 
DECLARATORY JUDGMENT 

 

 

 
Plaintiff Apotex Inc. (“Apotex”), through counsel, brings this action against 

Gilead Sciences, Inc. (“Gilead”) and Astellas Pharma US, Inc. (“Astellas”) 

(collectively, “Defendants”), for a declaratory judgment that the claims of the 

patents at issue are not infringed. 
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INTRODUCTION 

1. This is a declaratory judgment action seeking a declaration of  

non-infringement of U.S. Patent Nos. 8,106,183 (“183 Patent”) and 9,085,601 

(“601 Patent”) (collectively, “Patents-in-Suit”) to enable Apotex to bring its 

generic regadenoson injection, 0.4 mg/5 mL (0.08 mg/mL) prefilled syringe 

product (“Proposed Regadenoson Product”) to market at the earliest possible date 

under the applicable statutory and regulatory provisions and to allow the public to 

enjoy the benefits of generic competition for this product. 

THE PARTIES 

2. Apotex Inc. is a Canadian corporation having its principal place of 

business at 150 Signet Drive, Toronto, Ontario M9L1T9, Canada. 

3. On information and belief, Gilead is a Delaware corporation having 

its principal place of business at 333 Lakeside Drive, Foster City, California, 

94404. 

4. On information and belief, Astellas is a Delaware corporation having 

its principal place of business at 1 Astellas Way, Northbrook, Illinois 60062. 

5. On information and belief, Astellas has been registered to do business 

in California since April 1, 2005 under Entity Number C2740303. 

6. On information and belief, Astellas has designated Corporation 

Service Company Which Will Do Business in California as CSC – Lawyers 

Incorporating Service, which is located at 2710 Gateway Oaks Drive, Suite 150N, 

Sacramento, California 95833, to receive service on behalf of Astellas in the State 

of California. 

7. On information and belief, Astellas has represented to the Secretary of 

State for the State of California that it engages in “Sales & Marketing” in 

California.  
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JURISDICTION AND VENUE 

8. This Complaint arises under the Patent Laws of the United States, 35 

U.S.C. § 100 et seq., the Declaratory Judgment Act, 28 U.S.C. §§ 2201 and 2202, 

the Federal Food, Drug, and Cosmetic Act, 21 U.S.C. § 302 et seq., as amended by 

the Drug Price Competition and Patent Term Restoration Act of 1984, Pub. L. No. 

98-417, 98 Stat. 1585 (1984 (codified as amended at 21 U.S.C. § 355)) (“Hatch-

Waxman Amendments”), and the Medicare Prescription Drug, Improvement, and 

Modernization Act of 2003, Pub. L. No. 108-173, 117 Stat. 2066 (2003) (“MMA”), 

based upon an actual controversy between the parties to declare that Apotex is free, 

upon approval by the Food and Drug Administration (“FDA”), to manufacture, 

use, market, sell, offer to sell, and/or import the Proposed Regadenoson Product as 

described in Abbreviated New Drug Application (“ANDA”) No. 207604 upon a 

finding that Apotex does not infringe the Patents-in-Suit. 

9. This Court has original jurisdiction over the subject matter of these 

claims pursuant to 28 U.S.C. §§ 1331 and 1338(a). 

10. This Court has personal jurisdiction over Gilead because Gilead’s 

principal place of business is located at 333 Lakeside Drive, Foster City, 

California, 94404. 

11. This Court has personal jurisdiction over Gilead because Gilead, upon 

information and belief, directly or indirectly markets and sells pharmaceutical 

products throughout the United States and in this judicial district.  Upon 

information and belief, Gilead purposefully has conducted and continues to 

conduct business in this judicial district, and this judicial district is a destination of 

Gilead’s pharmaceutical products.  Upon information and belief, Gilead has 

previously submitted to the jurisdiction of this Court and has further previously 

availed itself of this Court by filing suit in this jurisdiction.  See, e.g., Gilead 

Sciences, Inc. v. Merck & Co., Inc. et al., 13-cv-04057-BLF (N.D. Cal.). 
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12. On information and belief, Astellas has made sales of pharmaceutical 

products to an Astellas “Authorized Distributor of Record” in the State of 

California, including at least to McKesson Corporation, located at One Post Street, 

San Francisco, California 94104.  

13. This Court has personal jurisdiction over Astellas because Astellas 

has designated an agent in the State of California for service of process and has 

represented to the Secretary of State for the State of California that it engages in 

“Sales & Marketing” in California. 

14. This Court has personal jurisdiction over Astellas because Astellas 

has continuous and systematic contacts with the State of California, including the 

conducting of substantial and regular business activities throughout the State, 

including the sales and marketing of its pharmaceutical products, including but not 

limited to LEXISCAN (regadenoson) Injection, 0.4 mg/5 mL (0.08 mg/mL) 

Prefilled Syringe. 

15. This Court has personal jurisdiction over Astellas because Astellas, 

upon information and belief, directly or indirectly markets and sells pharmaceutical 

products throughout the United States and in this judicial district.  Upon 

information and belief, Astellas purposefully has conducted and continues to 

conduct business in this judicial district, and this judicial district is a destination of 

Astellas’ pharmaceutical products, including but not limited to LEXISCAN 

(regadenoson) Injection, 0.4 mg/5 mL (0.08 mg/mL) Prefilled Syringe. 

16. Venue is proper in this District under 28 U.S.C. §§ 1391(b), (c), 

1400(b), and/or 21 U.S.C. § 355. 

PATENTS-IN-SUIT 

17. On its face, the 183 Patent is titled “PROCESS FOR PREPARING 

AN A2A-ADENOSINE RECEPTOR AGONIST AND ITS POLYMORPHS,” and 

indicates it was issued by the United States Patent and Trademark Office (“PTO”) 
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on January 31, 2012.  A true and correct copy of the 183 Patent is attached as 

Exhibit A. 

18. The 183 Patent, as corrected by the November 24, 2015 Certificate of 

Correction, lists Jeff Zablocki, Elfatih Elzein, Robert Seemayer, and Travis 

Lemons as the purported named Inventors.   

19. According to the face of the 183 Patent and the PTO’s online records, 

Gilead Sciences, Inc. is the assignee of the 183 Patent. 

20. On its face, the 601 Patent is titled “PROCESS FOR PREPARING 

AN A2A-ADENOSINE RECEPTOR AGONIST AND ITS POLYMORPHS,” and 

indicates it was issued by the PTO on July 21, 2015.  A true and correct copy of 

the 601 Patent is attached as Exhibit B. 

21. The 601 Patent lists Jeff Zablocki, Elfatih Elzein, Robert Seemayer, 

and Travis Lemons as the purported named Inventors. 

22. According to the face of the 601 Patent and the PTO’s online records, 

Gilead Sciences, Inc. is the assignee of the 601 Patent. 

STATUTORY BACKGROUND 

23. Under the Hatch-Waxman Amendments, when a company files a New 

Drug Application (“NDA”), it must, inter alia, identify those patents “with respect 

to which a claim of patent infringement could reasonably be asserted if a person 

not licensed by the owner engaged in the manufacture, use, or sale of the drug.”  21 

U.S.C. § 355(b)(1).  Then, as required by statute, after an NDA is approved, FDA 

publishes the enumerated patents in a publication entitled Approved Drug Products 

with Therapeutic Equivalence Evaluations (colloquially, “Orange Book”).  Id. 

24. Under this same statutory scheme, when a company files an ANDA, 

the Hatch-Waxman Amendments require, inter alia, that an ANDA applicant 

submit a patent certification with respect to each patent listed for that particular 

product in the Orange Book at the time the ANDA application is filed.   21 U.S.C. 
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§ 355(j)(2)(A)(vii). 

25. While there are four certification options from which an ANDA 

applicant can choose, the only certification relevant to this action is a certification 

that an Orange Book-listed patent “is invalid or will not be infringed by the 

manufacture, use, or sale of the new drug for which the application is submitted”—

a so-called “Paragraph IV Certification.”  21 U.S.C. § 355(j)(2)(A)(vii)(IV). 

26. As an incentive to promote the filing of ANDAs with Paragraph IV 

Certifications (and the resulting challenge of Orange Book-listed patents), the 

Hatch-Waxman Amendments provide that the first ANDA applicant to file an 

ANDA containing a Paragraph IV Certification for a particular drug product (“First 

Filer”) will receive 180 days of commercial marketing exclusivity for that drug 

product prior to FDA approving any subsequently filed ANDAs.  21 U.S.C. 

§ 355(j)(5)(B)(iv). 

27. If an ANDA applicant elects to file a Paragraph IV Certification to 

one or more of the Orange Book-listed patents, it is required by statute to provide 

written notice of the certification to (1) the owner of each patent that is the subject 

of the certification and (2) the holder of the approved NDA application—a so-

called “Paragraph IV Notice Letter.”  21 U.S.C. § 355(j)(2)(B). 

28. In December 2003, Congress passed the MMA which, inter alia, 

incorporated changes to the Hatch-Waxman Amendments.  Title XI of the MMA, 

Access to Affordable Pharmaceuticals, included a provision that allows an ANDA 

applicant who has not been sued within forty-five days of the NDA holder or 

patent holder’s receipt of a Paragraph IV Notice Letter to file a declaratory 

judgment action seeking a ruling of non-infringement and/or invalidity of any 

Orange Book-listed patent for which the ANDA applicant submitted a Paragraph 

IV Certification.  21 U.S.C. § 355(j)(5)(C). 

29. While the First Filer has always been eligible for 180 days of 
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marketing exclusivity under the Hatch-Waxman Amendments, this exclusivity is 

not absolute.  In 2003, the MMA added six express statutory forfeiture provisions 

that allow for an applicant otherwise entitled to this exclusivity to forfeit the 

exclusivity if certain conditions are met.  21 U.S.C. § 355(j)(5)(D)(i).  

30. One such forfeiture provision (commonly referred to as the “failure to 

market” provision) requires, inter alia, the entry of a judgment of non-infringement 

and/or invalidity with respect to the patents against which the first ANDA 

applicant has filed (and maintained) a Paragraph IV Certification, regardless of 

whether those patents are, or have been in the past, asserted against any subsequent 

ANDA applicants.  21 U.S.C. § 355(j)(5)(D)(i)(I)(bb). 

31. Specifically, the statute recites that the failure to market provision can 

be triggered by, inter alia, “a final decision from which no appeal . . . has been or 

can be taken that the patent is invalid or not infringed.”  21 U.S.C. 

§ 355(j)(5)(D)(i)(I)(bb)(AA). 

32. If a subsequent ANDA applicant who has obtained such a judgment 

has also received Tentative Approval of its ANDA, the First Filer has 75 days after 

the date of that judgment in which to commercially launch its product, otherwise, 

the First Filer’s 180-day exclusivity is forfeited.  21 U.S.C. 

§ 355(j)(5)(D)(i)(I)(bb). 

33. Thus, Congress has expressly authorized, and permits, ANDA 

applicants to bring a declaratory judgment suit for non-infringement and/or 

invalidity for the purpose of obtaining a court decision sufficient to not only give 

patent certainty, but also sufficient to cause a forfeiture of the First Filer’s 180-day 

exclusivity under the failure to market forfeiture provision.  See, e.g., Apotex, Inc. 

v. Daiichi Sankyo, Inc., 781 F.3d 1356, 1368-69 (Fed. Cir. 2015) (holding the 

statute authorizes a subsequent ANDA applicant to file a declaratory judgment 

action to trigger the 75-day statutory period under the failure to market provision 
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(21 U.S.C. § 355(j)(5)(D)(i)(I)) that could ultimately result in a forfeiture of the 

180-day exclusivity eligibility for the First Filer). 

FACTS GIVING RISE TO THIS ACTION 

34. On information and belief, Astellas is the current holder of NDA  

No. 22-161 for LEXISCAN (regadenoson) Injection, 0.4 mg/5 mL (0.08 mg/mL) 

Prefilled Syringe. 

35. On information and belief, Astellas has, as required by statute, 

identified certain patents for listing in the Orange Book entry for LEXISCAN 

(regadenoson) Injection, 0.4 mg/5 mL (0.08 mg/mL) Prefilled Syringe. 

36. The Patents-in-Suit are among the patents listed in the Orange Book 

as covering Astellas’ LEXISCAN product. 

37. On information and belief, by submitting the Patents-in-Suit for listing 

in the Orange Book, Astellas believed (and continues to believe) the Patents-in-

Suit are patents for which “a claim of patent infringement could reasonably be 

asserted if a person not licensed by the owner engaged in the manufacture, use, or 

sale of the drug” with respect to its LEXISCAN product.  21 U.S.C. § 355(b)(1). 

38. The Patents-in-Suit remain listed in the Orange Book for NDA  

No. 22-161, and Astellas maintains and continues to represent to the public that the 

Patents-in-Suit continue to be patents for which a claim of patent infringement 

could reasonably be asserted against any unlicensed ANDA applicant who 

attempts to market a generic version of Astellas’ LEXISCAN product prior to the 

expiration of the Patents-in-Suit. 

39. According to the Orange Book listing for NDA No. 22-161, the 

Patents-in-Suit together claim to protect the drug substance (regadenoson) and 

drug product (LEXISCAN). 

40. On information and belief, the 183 Patent was submitted to FDA for 

listing in the Orange Book on March 8, 2012. 

Case 3:18-cv-06475   Document 1   Filed 10/23/18   Page 8 of 57
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41. On information and belief, on April 10, 2012, an ANDA applicant 

other than Apotex submitted the first Paragraph IV Certification to FDA 

challenging a patent listed in the Orange Book for LEXISCAN.   

42. Subsequent to April 10, 2012, Apotex filed its ANDA seeking FDA 

approval for the commercial manufacture, use, importation, offer for sale and sale 

of the Proposed Regadenoson Product. 

43. Astellas’ affirmative act of submitting the Patents-in-Suit for listing in 

the Orange Book created market entry barriers that Apotex, through this action, 

seeks to eliminate.  

44. As part of its ANDA, Apotex filed Paragraph IV Certifications under 

21 U.S.C. § 355(j)(2)(A)(vii)(IV) certifying that the Patents-in-Suit will not be 

infringed by the manufacture, use, or sale of the Proposed Regadenoson Product. 

45. In compliance with 21 U.S.C. § 355(j)(2)(B), Apotex sent its 

Paragraph IV Notice Letter to Gilead and Astellas informing Defendants that 

Apotex’s ANDA seeks approval to engage in the commercial manufacture, use, 

importation, offer for sale, or sale of the Proposed Regadenoson Product prior to 

the expiration of the Patents-in-Suit. 

46. Apotex’s Paragraph IV Notice Letter included non-infringement 

defenses, and contained an Offer of Confidential Access (“OCA”), as required by 

21 U.S.C. § 355(j)(5)(C)(i)(III). 

47. Apotex’s Paragraph IV Notice Letter was received by Gilead by 

September 4, 2018.  

48. Apotex’s Paragraph IV Notice Letter was received by Astellas by 

September 4, 2018. 

49. More than forty-five days have elapsed since Apotex’s Paragraph IV 

Notice Letter was received by both Gilead and Astellas.  

50. Apotex desires to bring the Proposed Regadenoson Product to market 
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and to allow the public to enjoy the benefits of full generic competition for these 

products at the earliest possible date under the applicable statutory and regulatory 

provisions. 

51. On information and belief, absent a final court decision, the earliest 

possible date that Apotex currently can obtain final FDA marketing approval for 

the Proposed Regadenoson Product is the earlier of 180 days after the First Filer 

begins commercial marketing of its approved generic product or February 2, 2027. 

52. To date, the first applicant has not indicated when, or even if, it will 

begin commercial marketing of its approved generic product. 

53. On information and belief, neither Astellas nor Gilead has ever filed a 

complaint alleging infringement of any of the Orange Book patents listed for 

LEXISCAN, including the Patents-in-Suit. 

54. On information and belief, despite having submitted its ANDA more 

than 78 months ago, the first ANDA applicant has not secured FDA approval and 

thus has not yet begun commercial marketing its approved regadenoson ANDA 

product. 

55. This failure to obtain approval effectively has blocked competitors 

from entering the market unless, through a declaratory judgment, a competitor can 

obtain forfeiture of the First Filer’s 180-day exclusivity, as Apotex seeks to do in 

this action. 

56. On information and belief, as is its policy, FDA has not made a 

determination as to whether the First Filer has forfeited exclusivity under any 

provision listed in 21 U.S.C. § 355(j)(5)(D)(i) and as a result, the First Filer’s 

presumptive 180-day exclusivity period remains in force. 

57. Under the current facts, FDA could be prohibited from granting final 

approval to the Proposed Regadenoson Product until at least 180 days after the first 

commercial marketing of the First Filer’s approved generic regadenoson injection, 
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0.4 mg/5 mL (0.08 mg/mL) prefilled syringe product. 

58. The Federal Circuit has decided that Tentative Approval is not 

necessary to adjudicate the requested declaratory judgments.  Apotex, 781 F.3d at 

1364 (“[I]s the prospect of concrete relief for Apotex too uncertain to support an 

adjudication of the request for a [declaratory] judgment until Apotex obtains 

tentative approval?  We conclude that the answer is no.”) 

59. Any prohibition on FDA approval that has been created by the First 

Filer’s 180-day exclusivity constitutes an entry barrier for Apotex. 

60. Astellas is responsible for the existence of this entry barrier because, 

upon information and belief, one of the Patents-in-Suit supports the First Filer’s 

exclusivity, and Astellas submitted the Patents-in-Suit for listing in the Orange 

Book. 

61. If Apotex is able to obtain a judgment that the Patents-in-Suit are 

“invalid or not infringed,” as well as receive Tentative Approval for the Proposed 

Regadenoson Product, the First Filer would have 75 days after the date of that 

judgment to launch its product.  If the First Filer did not launch its product within 

that 75 day window, it would forfeit its 180-day exclusivity, permitting other 

generics, such as Apotex, to enter the marketplace earlier than they otherwise 

would be permitted.  21 U.S.C. § 355(j)(5)(D)(i)(I)(bb). 

62. The elimination, truncation, or preservation of the First Filer’s 

presumptive 180-day exclusivity period (including whether Apotex can obtain the 

requisite judgment regarding that period) has created concrete stakes over which 

Apotex and Defendants have adverse interests. 

63. A decision by this Court in Apotex’s favor on its non-infringement 

claims would remove an entry barrier, the First Filer’s exclusivity period, currently 

prohibiting Apotex from entering the market. 
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COUNT I 

Declaratory Judgment of Non-Infringement of the 183 Patent 

64. Apotex re-alleges and incorporates by reference the allegations of 

paragraphs 1-63 as though fully set forth herein. 

65. There is a present, genuine, and justiciable controversy between 

Apotex and Defendants regarding, inter alia, whether the manufacture, use, offer 

for sale, sale, importation, and/or marketing of the Proposed Regadenoson Product 

would infringe any valid or enforceable claim of the 183 Patent, either directly or 

indirectly, that is of sufficient immediacy and reality to warrant the issuance of a 

Declaratory Judgment. 

66. There are substantial, concrete stakes at issue between the parties 

concerning whether Apotex secures the non-infringement judgment it seeks, as 

securing such a judgment would result in Apotex advancing its entry into the 

market. 

67. But for Astellas’ decision to list the 183 patent in the Orange Book for 

LEXISCAN, FDA approval of the Proposed Regadenoson Product would not be 

independently delayed by that patent or any First Filer’s exclusivity associated 

with that patent. 

68. As a result, but for Astellas’ decision, Apotex would not be subject to 

this independent entry barrier that Astellas is responsible for creating.  Apotex is 

being injured by Astellas’ decision to submit the 183 Patent for listing in the 

Orange Book and Astellas’ continued maintenance of this listing. 

69. Apotex’s injury can be redressed by the requested relief: a declaratory 

judgment of non-infringement is necessary to cause forfeiture of the first 

applicant’s exclusivity period, which otherwise will block final marketing approval 

of the Proposed Regadenoson Product.  If Apotex remains blocked by a First 

Filer’s exclusivity, Apotex will be monetarily harmed, as it will lose sales of the 
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Proposed Regadenoson Product by virtue of not being able to enter the market at 

the earliest possible date under the applicable statutory and regulatory provisions, 

and be deprived of an economic opportunity to compete in the market for 

regadenoson products. 

70. The manufacture, use, offer for sale, sale, importation, and/or 

marketing of the Proposed Regadenoson Product would not infringe any valid or 

enforceable claim of the 183 Patent, either directly or indirectly. 

71. Apotex is entitled to a judicial declaration that the manufacture, use, 

offer for sale, sale, importation, and/or marketing of the Proposed Regadenoson 

Product would not infringe, directly or indirectly, any valid or enforceable claim of 

the 183 Patent, either literally or under the doctrine of equivalents. 

COUNT II 

Declaratory Judgment of Non-Infringement of the 601 Patent 

72. Apotex re-alleges and incorporates by reference the allegations of 

paragraphs 1-71 as though fully set forth herein. 

73. There is a present, genuine, and justiciable controversy between 

Apotex and Defendants regarding, inter alia, whether the manufacture, use, offer 

for sale, sale, importation, and/or marketing of the Proposed Regadenoson Product 

would infringe any valid or enforceable claim of the 601 Patent, either directly or 

indirectly, that is of sufficient immediacy and reality to warrant the issuance of a 

Declaratory Judgment. 

74. There are substantial, concrete stakes at issue between the parties 

concerning whether Apotex secures the non-infringement judgment it seeks. 

75. The manufacture, use, offer for sale, sale, importation, and/or 

marketing of the Proposed Regadenoson Product would not infringe any valid or 

enforceable claim of the 601 Patent, either directly or indirectly. 

76. Apotex is entitled to a judicial declaration that the manufacture, use, 
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offer for sale, sale, importation, and/or marketing of the Proposed Regadenoson 

Product would not infringe, directly or indirectly, any valid or enforceable claim of 

the 601 Patent, either literally or under the doctrine of equivalents. 

PRAYER FOR RELIEF 

WHEREFORE, Apotex respectfully requests the Court to enter judgment as 

follows: 

(A) Declaring that the manufacture, use, sale, offer for sale, importation, 

and/or marketing of the Proposed Regadenoson Product has not infringed, does not 

infringe, and would not—if made used, sold, offered for sale, imported, or 

marketed—infringe, either directly or indirectly, any valid and/or enforceable 

claim of the Patents-in-Suit, either literally or under the doctrine of equivalents; 

(B) Declaring that FDA may approve the Proposed Regadenoson Product 

whenever that application is otherwise in condition for approval, without awaiting 

any further order, judgment, or decree of this Court; that the judgment entered in 

this case is a judgment reflecting a decision that the Patents-in-Suit are not 

infringed pursuant to 21 U.S.C. § 355(j)(5)(D)(i)(I)(bb); 

(C) Declaring this case exceptional and awarding Apotex its reasonable 

attorneys’ fees and costs under 35 U.S.C. § 285; and 

(D) Awarding Apotex such other and further relief as the Court may deem 

just and proper. 
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Dated: October 23, 2018  Respectfully Submitted, 
 
CLARK HILL LLP 
 
 

  By:  /s/ Timothy M. Flaherty    
  Timothy M. Flaherty 

David M. Perl 
 
RAKOCZY MOLINO MAZZOCHI SIWIK LLP 
 
William A. Rakoczy 
Joseph T. Jaros 
Christopher P. Galligan 
 
Attorneys for Plaintiff APOTEX INC. 
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