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statutory authority under 35 U.S.C. § 371(d).  As held in ATA PTY LTD v. Int’l Game Tech., 491 

F. Supp. 2d 916 (N.D. Cal. 2007),1 the USPTO’s revival of international patent applications 

under the less-stringent “unintentional” standard, like the international application at issue in this 

matter (PCT/FR01/01749), is clearly improper, outside of its statutory jurisdiction, and 

unconstitutional.  Specifically, reviving international patent applications under the less-stringent 

“unintentional” standard violates the express language of 35 U.S.C. § 371(d), and issuing a 

patent that removes information already in the public domain in a manner contradictory to the 

Patent Act violates the Constitutional mandate to promote the progress of science and useful arts. 

3. Plaintiffs also seek declaratory judgment that the USPTO rules and regulations 

allowing for revival of abandoned, international patent applications under the “intentional” 

standard are arbitrary, capricious, an abuse of discretion, not in accordance with the law, 

unsupported by substantial evidence, in excess of the USPTO’s statutory authority, and 

unconstitutional.   

4. Exela further seeks injunctive and other relief as set forth below. 

JURISDICTION AND VENUE 

5. This action arises under the Administrative Procedure Act (“APA”), 5 U.S.C. §§ 

701-706 and 35 U.S.C. § 371. 

6. This Court has jurisdiction and is authorized to issue the relief sought under 28 

U.S.C. §§ 1331, 1338(a), 1361, 2201-2202, and/or 5 U.S.C. §§ 701-706. 

7. Venue is proper in this district under 35 U.S.C. § 1(b) and 28 U.S.C. § 1391(e). 

                                                 
1  Reversed on other grounds by Aristocrat Techs. Australia PTY Ltd. v. Int’l Game 

Tech., 543 F.3d 657 (Fed. Cir. 2008). 
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THE PARTIES 

8. Exela Pharma Sciences, LLC is a Delaware corporation with its principal place of 

business at 1325 William White Place, Lenoir, North Carolina 28645. 

9. Exela PharmSci, Inc. is a Virginia corporation that operates primarily through its 

subsidiary Exela Pharma Sciences, LLC. 

10. Exela Holdings is a Delaware corporation, and is the parent of Exela Pharma 

Sciences, LLC. 

11. Defendant the United States Patent and Trademark Office (“USPTO”) is a federal 

agency within the United States Department of Commerce.  The USPTO is located at 600 

Dulany St., Alexandria, Virginia 22314. 

12. Defendant David J. Kappos (the “Director”) is the Under Secretary of the United 

States Department of Commerce and Director of the USPTO.  The Director’s office is located at 

600 Dulany St., Alexandria, Virginia 22314.  The Director is sued in his official capacity. 

References to the Director herein refer both to him and to his official predecessors as the context 

requires.  References to the USPTO herein refer to the defendants collectively. 

OWNERSHIP OF THE ‘218 PATENT 

13. Based upon USPTO records, the application that issued as the ‘218 patent was 

assigned to SCR Pharmatop by the named inventors Francois Dietlin and Daniele Fredj. 

14. Upon information and belief, the ‘218 patent is still assigned to and owned by 

SCR Pharmatop. 

15. Upon information and belief, the ‘218 patent is licensed exclusively in the United 

States to Bristol-Myers Squibb Company, who in turn in-licensed the exclusive United States 

rights to the ‘218 patent to Cadence Pharmaceuticals, Inc. 
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REVIEWABILITY AND EXELA’S STANDING 
TO CHALLENGE THE USPTO’S ORDERS 

16. Agency action is presumptively subject to judicial review under the APA. USPTO 

rules and orders affecting the revival of patents and issuance of patents in violation of the 

Constitution have been reviewed in this Court and others.  See, e.g., Centigram Comm'n Corp. v. 

Lehman, 862 F. Supp. 113, 117 n. 9 (E.D. Va. 1994) (allowing judicial review of USPTO rules 

directed to revival of patents expired for unintentional failure to make timely maintenance 

payments); see also Ass’n for Melocular Pathology v. USPTO, 669 F. Supp.2d 365, 381-85 

(S.D.N.Y. 2009) (“As discussed supra in Section IV, these cases do not, as the USPTO suggests, 

establish that the remedial scheme provided by the Patent Act for statutory violations divests the 

Plaintiffs of standing to assert constitutional claims for which the Patent Act provides no 

remedy”), aff’d in part, rev’d in part, 653 F.3d 1329 (Fed. Cir. 2011); New York Univ. v. 

Autodesk, Inc., 466 F. Supp. 2d 563, 565 (S.D.N.Y. 2006) (explaining that “it would be illogical 

to hold that [US]PTO decision granting revival are immune from review, even where they lack 

any basis in reason or common sense”) (internal quotations omitted); Morganroth v. Quigg, 885 

F.2d 843, 846 (Fed. Cir. 1989) (holding that “denial of a petition to revive a patent application is 

subject to review”). 

17. Exela has standing to bring this action at least because it has been sued for alleged 

infringement of a patent, the ‘218 patent, that was improperly revived and improperly issued by 

the USPTO.  In particular, on or about August 18, 2011, SCR Pharmatop and Cadence 

Pharmaceuticals, Inc. (“Cadence”), filed a patent infringement lawsuit in the U.S. District Court 

for the District of Delaware (“the Delaware Action”) against Exela for infringement of, inter 

alia, the ‘218 patent.   
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18. The Delaware Action is civil action number 11-733-LPS, and is currently pending 

before Judge Leonard P. Stark.   

19. The plaintiffs in the Delaware Action seek to preclude Exela from entering the 

United States market with a generic version of a drug called Ofirmev.  Ofirmev is a brand drug 

that allegedly is covered by claims issued by the USPTO in the ‘218 patent. 

20. According to the publication Approved Drug Products with Therapeutic 

Equivalence Evaluations (“Orange Book”), the ‘218 patent is the latest expiring patent allegedly 

covering Ofirmev.  

21. Absent the USPTO’s wrongful revival and issuance of the ‘218 patent, this patent 

would not be asserted against Exela in the Delaware Action. 

22. Absent the USPTO’s wrongful revival and issuance of the ‘218 patent, full 

generic competition for Ofirmev likely would commence no later than August 5, 2017.  Instead, 

and as a direct result of the USPTO’s improper revival and issuance of the ‘218 patent, patent 

protection for Ofirmev is not set to expire until June 6, 2021. 

23. Accordingly, Exela falls within the “zone of interests” to be protected or regulated 

by the applicable statutes, e.g., 5 U.S.C. § 701 et. seq. and 35 U.S.C. § 371, and otherwise 

satisfies the constitutional and other prerequisites for standing to challenge the USPTO’s 

decisions.  See, e.g., Centigram Comm'n Corp. v. Lehman, 862 F.Supp. 113,117 n. 9 (E.D. Va. 

1994); Ass’n for Melocular Pathology v. USPTO, 653 F.3d 1329 (Fed. Cir. 2011). 

24. Significantly, Exela has no other adequate forum in which to raise this issue, as it 

is foreclosed from asserting the defense of “improper revival” in the pending Delaware Action.  

See Aristocrat Techs. Austl. Pty Ltd. v. Int'l Game Tech., 543 F.3d 657, 663 (Fed. Cir. 2008) 
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(“[W]e hold that improper revival may not be asserted as a defense in an action involving the 

validity or infringement of a patent.”). 

25. Accordingly, the USPTO’s improper revival and improper issuance of the ‘218 

patent, its unlawful rules and regulations allowing for revival of the international patent 

application that led to issuance of the ‘218 patent, and its subsequent decision refusing to act on 

Exela’s petition each constitute “final agency action for which there is no other adequate remedy 

in a court” and properly is subject to judicial review under the APA. 

26. Further, there is an actual controversy between the parties within the meaning of 

28 U.S.C. § 2201. 

USPTO’S RULEMAKING AUTHORITY 

27. The Patent Act established the USPTO, which is responsible for, inter alia, the 

granting and issuing of patents and for disseminating information to the public with respect to 

patents. 35 U.S.C. § 2(a)(2). The USPTO Director (i.e., Defendant David J. Kappos) administers 

the issuance of patents by the USPTO.  Id. § 2(a)(1).   

28. Section 2 of the Patent Act authorizes the Director to establish regulations that 

facilitate and expedite the processing of patents, but limits the Director’s power to enacting 

regulations that are not inconsistent with the law. Id. § 2(b)(2).    

29. The USPTO has authority to enact procedural rules and regulations, but has no 

authority from Congress to make substantive rules and regulations.  The USPTO has no authority 

to make substantive changes to the statutory scheme chosen by Congress for the revival of 

international patent applications.     
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76. Despite the express statutory language only allowing the USPTO to revive an 

international patent application as to the United States if the abandonment was “unavoidable,” 

the USPTO has implemented and interpreted its rules and regulations as allowing it to revive 

international patent applications under the less stringent “unintentional” standard. 

77. Accordingly, the USPTO’s rules and regulations allowing for revival of 

abandoned international patent applications under the “unintentional” standard are arbitrary, 

capricious, an abuse of discretion and not in accordance with law; unsupported by substantial 

evidence, and in excess of the USPTO’s statutory authority.     

RELIEF REQUESTED 

WHEREFORE, Plaintiffs respectfully request that the Court: 

a. Issue a declaratory judgment or other order holding that Exela has standing to 

challenge the USPTO’s revival and issuance of the ‘218 patent; 

b. Issue a declaratory judgment or other order holding that the ‘218 patent was 

improperly revived and, thus, is invalid, unenforceable and/or without legal effect; 

c. Issue a declaratory judgment or other order holding that the ‘218 patent is not 

entitled to claim priority to PCT/FR01/01749; 

d. Issue a declaratory judgment or other order holding that any delay in meeting the 

national stage requirements of 35 U.S.C. § 371 can only be excused under the stringent 

“unavoidable” standard as expressly required by 35 U.S.C. § 371(d); 

e. Issue a declaratory judgment or other order holding that the USPTO rules and 

regulations allowing for the revival of an international patent application under the 

“unintentional” standard are unlawful; 
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