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IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF DELAWARE

SALIX PHARMACEUTICALS, LTD.; SALIX
PHARMACEUTICALS, INC.; VALEANT
PHARMACEUTICALS LUXEMBOURG S.A
R.L.; ALFA WASSERMANN S.P.A;;
CEDARS-SINAI MEDICAL CENTER,

Plaintiffs,
Civil Action No.: 16-cv-188-GMS
V.

N N N ) N N N N N N

ACTAVIS LABORATORIES FL, INC., )

)
Defendant. )

)
SECOND AMENDED COMPLAINT FOR PATENT INFRINGEMENT

Plaintiffs Salix Pharmaceuticals, Ltd. and SaliaRhaceuticals, Inc.
(collectively, “Salix”), Valeant Pharmaceuticalstambourg S.ar.l. (“Valeant”), Alfa
Wassermann S.p.A. (“Alfa Wassermann”), and Cedarai$Medical Center (“Cedars-Sinai”)
(collectively, “Plaintiffs”) for their Second Amerd Complaint against Defendant Actavis

Laboratories FL, Inc. (“Actavis”), hereby allegefaiows:

THE PARTIES

1. Plaintiff Salix Pharmaceuticals, Ltd. is a corpaatorganized and existing under
the laws of Delaware having its principal placdosiness at 8510 Colonnade Center Drive,
Raleigh, NC 27615.

2. Plaintiff Salix Pharmaceuticals, Inc. is a corpmatorganized and existing under
the laws of California having its principal plackebwusiness at 8510 Colonnade Center Drive,

Raleigh, NC 27615.
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3. Plaintiff Valeant is a company organized and emgstinder the laws of
Luxembourg having its principal place of busines$315 Avenue de la Liberté, L-1931
Luxembourg, Grand Duchy of Luxembourg.

4, Plaintiff Alfa Wassermann is a corporation orgadized existing under the laws
of Italy having a principal place of business a& ¥nrico Fermi 1, 65020 Alanno (PE), Italy.

5. Plaintiff Cedars-Sinai is a California non-profiyblic benefit corporation that is
located and does business at 8700 Beverly Blva ,Ammgeles, CA 90048.

6. On information and belief, Actavis is a corporatamganized and existing under
the laws of Florida, having a place of busines$3&5 Orange Drive, Davie, FL 33314.

7. On information and belief, Actavis is in the busia®f among other things,
manufacturing, marketing, importing, preparing, aetling generic pharmaceutical products

that it distributes in the State of Delaware amrdtighout the United States.

JURISDICTION AND VENUE

8. This Court has jurisdiction over the subject mattethis action pursuant to 28
U.S.C. 88 1331, 1338, 2201 and 2202.

9. This Court has personal jurisdiction over Actawsviotue of the fact thainter
alia, it has committed the tortious act of patent mje@ment pursuant to 35 U.S.C.
§ 271(e)(2)(A) that has led to foreseeable harmiajoudy to Plaintiffs in the State of Delaware,
and throughout the United States.

10.  This Court also has personal jurisdiction over Aitdpy virtue of the fact that
Actavis has previously submitted to the jurisdiotaf this Court and availed itself of this Court
by consenting to this Court’s jurisdiction and aseg counterclaims in civil actions initiated in

this jurisdiction. See, e.g., Recro Gainesville LLC v. Actavis Laboratories FL, Inc., C.A. No. 14-
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cv-1118-GMS, D.I. 75 (D. Del. Jan. 14, 2016jsmo Tech. Ltd. et al. v. Actavis Laboratories

FL, Inc., C.A. No. 15-cv-1046-LPS, D.I. 9 (D. Del. Dec.ZD15);Purdue Pharma L.P. et al. v.
Alvogen Pine Brook, LLC and Actavis Laboratories FL, Inc., C.A. No. 15-cv-687-GMS, D.l. 27
(D. Del. Nov. 30, 2015)Takeda Pharm. Co. et al. v. Actavis Laboratories FL, Inc., C.A. No. 15-
cv-451-RGA, D.I. 11 (D. Del. July 27, 201%¢orda Therapeutics, Inc. et al. v. Actavis
Laboratories FL, Inc., C.A. No. 15-cv-77-LPS, D.I. 7 (D. Del. Feb. 1D15); Tris Pharma, Inc.

v. Actavis Laboratories FL, Inc., C.A. No. 14-cv-1309-GMS, D.I. 16 (D. Del. Dec.Z®14); and
Daravita Ltd. v. Actavis Laboratories FL, Inc., C.A. No. 14-cv-1118-GMS, D.I. 14 (D. Del. Oct.
24, 2014).

11.  This Court also has personal jurisdiction over Atdy virtue of the fact that
Actavis is at home in Delaware as reflected byféloe that it regularly does or solicits business
in Delaware, engages in other persistent coursesrafuct in Delaware, and/or derives
substantial revenue from services or things usembosumed in Delaware, including by selling
its pharmaceutical products in Delaware and, tloeeefcan reasonably expect to be subject to
jurisdiction in the Delaware courts. Among othHangs, on information and belief, Actavis
conducts marketing and sales activities in theeSthDelaware, including, but not limited to,
distribution, marketing, and sales of pharmacelpoaducts to Delaware residents that are
continuous and systematic.

12.  Venue is proper in this judicial district pursuém®28 U.S.C. 8§ 1391 and

1400(b).



Case 1:16-cv-00188-GMS Document 51 Filed 12/12/16 Page 4 of 52 PagelD #: 2621

NATURE OF THE ACTION

13.  This is an action for infringement of United Staleent Nos. 6,861,053 (the
“053 patent”); 7,045,620 (the “620 patent”); 72857 (the “’857 patent”); 7,605,240 (the
“240 patent”); 7,612,199 (the 199 patent”); 7g,608 (the “’608 patent”); 7,902,206 (the
“206 patent”); 7,906,542 (the “542 patent”); 72275 (the 275 patent”); 7,935,799 (the
“799 patent”); 8,158,644 (the “644 patent”); 83,381 (the 781 patent”); 8,193,196 (the
“196 patent”); 8,309,569 (the “569 patent”); 85949 (the 949 patent”); 8,642,573 (the
“573 patent”); 8,741,904 (the 904 patent”); 88P17 (the 017 patent”); 8,835,452 (the
“452 patent”); 8,853,231 (the “231 patent”); 8®252 (the 252 patent”); 8,969,398 (the
398 patent”); 9,271,968 (the 968 patent”) andl91,195 (the “195 patent”) (collectively, the
“Xifaxan® patents”) under the Food and Drug Lawd #me Patent Laws of the United States,
Titles 21 and 35 of the United States code, regspmdygt This action involves the 550 mg dosage
form of Plaintiffs’ drug product Xifaxan®, indicaddor reduction in risk of overt hepatic
encephalopathy (HE) recurrence in adults and treatiof irritable bowel syndrome with

diarrhea (IBS-D) in adults.

THE XIFAXAN® NDA

14.  Salix Pharmaceuticals, Inc. is the holder of appdoMew Drug Application
(“NDA") Nos. 021361 and 022554 (a supplement to NB&. 021361 that was granted a new
NDA number) for Xifaxan® (rifaximin) tablets.

15. The United States Food and Drug Administration (AFpapproved NDA No.
021361 for Xifaxan® 200 mg tablets on May 25, 2@@4d approved NDA No. 022554 for

Xifaxan® 550 mg tablets on March 24, 2010. XifaResb0 mg tablets are indicated for
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reduction in risk of overt hepatic encephalopatii) recurrence in adults and treatment of

irritable bowel syndrome with diarrhea (IBS-D) idugis.

THE PATENTS-IN-SUIT

16. On March 1, 2005, the '053 patent, entitled “Method diagnosing or treating
irritable bowel syndrome and other disorders catgesimall intestinal bacterial overgrowth,”
was duly and legally issued to Cedars-Sinai. & tod correct copy of the ‘053 patent is
attached hereto as Exhibit A.

17. On May 16, 2006, the '620 patent, entitled “Polyptaus forms of rifaximin,
processes for their production and use thereofadiamal preparations,” was duly and legally
issued to Alfa Wassermann. A true and correct adpkie ‘620 patent is attached hereto as
Exhibit B.

18. On November 18, 2008, the '857 patent, entitled tihdes of treating irritable
bowel syndrome and other disorders caused by smeditinal bacterial overgrowth,” was duly
and legally issued to Cedars-Sinai. A true andeaobrcopy of the '857 patent is attached hereto
as Exhibit C.

19. On October 20, 2009, the '240 patent, entitled ‘hels of treating diarrhea and
bloating caused by small intestinal bacterial ox@ngh,” was duly and legally issued to Cedars-
Sinai. A true and correct copy of the '240 paisrdttached hereto as Exhibit D.

20.  On November 3, 2009, the '199 patent, entitled yRarphic formsy, §, andy of
rifaximin,” was duly and legally issued to Alfa Wsesmann. A true and correct copy of the '199

patent is attached hereto as Exhibit E.
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21. On May 18, 2010, the '608 patent, entitled “Methofisreating a subject
suffering from irritable bowel syndrome,” was dalgd legally issued to Cedars-Sinai. A true
and correct copy of the '608 patent is attachedtbeas Exhibit F.

22. On March 8, 2011, the 206 patent, entitled “Polyptoc formsa, 3 andy of
rifaximin,” was duly and legally issued to Alfa Wsesmann. A true and correct copy of the '206
patent is attached hereto as Exhibit G.

23.  On March 15, 2011, the '542 patent, entitled “Phaseutical compositions
comprising polymorphic forme, B, andy of rifaximin,” was duly and legally issued to Alfa
Wassermann. A true and correct copy of the '548mgas attached hereto as Exhibit H.

24.  On March 29, 2011, the '275 patent, entitled “Uspaymorphic forms of
rifaximin for medical preparations,” was duly arglly issued to Alfa Wassermann. A true
and correct copy of the '275 patent is attacheetbeas Exhibit I.

25. On May 3, 2011, the 799 patent, entitled “Methofisreating diarrhea caused by
small intestinal bacterial overgrowth,” was dulyddagally issued to Cedars-Sinai. A true and
correct copy of the '799 patent is attached heast&xhibit J.

26. On April 17, 2012, the '644 patent, entitled “Phagautical compositions
comprising polymorphic forme, B, andy of rifaximin,” was duly and legally issued to Alfa
Wassermann. A true and correct copy of the '64émgas attached hereto as Exhibit K.

27. On April 17, 2012, the '781 patent, entitled “Polyrphic formsa, B andy of
rifaximin,” was duly and legally issued to Alfa Wsesmann. A true and correct copy of the '781
patent is attached hereto as Exhibit L.

28. OnJune 5, 2012, the '196 patent, entitled “Polyphous forms of rifaximin,

processes for their production and use theredfemtedicinal preparations,” was duly and
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legally issued to Alfa Wassermann. A true andexdircopy of the '196 patent is attached hereto
as Exhibit M.

29.  On November 13, 2012, the '569 patent, entitled tiMés for treating diarrhea-
associated irritable bowel syndrome,” was duly kEgally issued to Salix Pharmaceuticals, Ltd.
A true and correct copy of the '569 patent is dteathereto as Exhibit N.

30. On August 27, 2013, the '949 patent, entitled “Rudyphous forms of rifaximin,
processes for their production and use theredfemtedicinal preparations,” was duly and
legally issued to Alfa Wassermann. A true andexdircopy of the '949 patent is attached hereto
as Exhibit O.

31. On February 4, 2014, the 573 patent, entitled ‘hbels of treating hepatic
encephalopathy,” was duly and legally issued taxStharmaceuticals, Ltd. A true and correct
copy of the '573 patent is attached hereto as HExRib

32. OnJune 3, 2014, the '904 patent, entitled “Polyphous forms of rifaximin,
processes for their production and use theredfemtedicinal preparations,” was duly and
legally issued to Alfa Wassermann. A true andexircopy of the '904 patent is attached hereto
as Exhibit Q.

33.  On September 9, 2014, the 017 patent, entitledtiidds of treating traveler’s
diarrhea and hepatic encephalopathy,” was dulylegplly issued to Salix Pharmaceuticals, Ltd.
A true and correct copy of the 017 patent is dteathereto as Exhibit R.

34. On September 16, 2014, the '452 patent, entitledyfRorphic formsy, B andy
of rifaximin,” was duly and legally issued to Alfdassermann. A true and correct copy of the

'452 patent is attached hereto as Exhibit S.
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35.  On October 7, 2014, the '231 patent, entitled “Rrereutical compositions
comprising polymorphic forme, B, andy of rifaximin,” was duly and legally issued to Alfa
Wassermann. A true and correct copy of the '23&mgas attached hereto as Exhibit T.

36. On February 3, 2015, the 252 patent, entitled ‘hdels of treating traveler’s
diarrhea and hepatic encephalopathy,” was dulylegnlly issued to Salix Pharmaceuticals, Ltd.
A true and correct copy of the '252 patent is dteathereto as Exhibit U.

37. On March 3, 2015, the "398 patent, entitled “Method treating hepatic
encephalopathy,” was duly and legally issued taxStharmaceuticals, Ltd. A true and correct
copy of the 398 patent is attached hereto as Ex¥ib

38. On March 1, 2016, the 968 patent, entitled “Polyptmus forms of rifaximin,
processes for their production and use theredfemtedicinal preparations,” was duly and
legally issued to Alfa Wassermann. A true andexdircopy of the '968 patent is attached hereto
as Exhibit W.

39. On August 23, 2016, the '195 patent, entitled “Meth of Treating Hepatic
Encephalopathy,” was duly and legally issued taxS&harmaceuticals, Ltd. A true and correct
copy of the "195 patent is attached hereto as ExKib

40. In accordance with 21 U.S.C. 8§ 355(b)(1) and 21K..B 314.53, the Xifaxan®
patents are listed in the FDA’'sSPAROVEDDRUG PRODUCTS WITHTHERAPEUTICEQUIVALENCE
EVALUATIONS (also known as the “Orange Book”) for Xifaxan® 55@ tablets.

41. Pursuant to an agreement entered into between Maded Salix
Pharmaceuticals, Ltd., Valeant has substantiatsighthe '569, '573, '017, '252,’398 and '195

patents (collectively, the “Salix patents”), incing but not limited to, rights associated with
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being the exclusive licensee of the Salix patamthe United States, and the right to sue for
infringement of the Salix patents in the Unitedt&sa

42.  Pursuant to agreements entered into between Valgalm Pharmaceuticals, Inc.
and Alfa Wassermann, Valeant and Salix Pharmacadstimc. have substantial rights in the
'620, '199, '206, '542, '275, '644, '781, '196, '®} '904, '452, '231 and '968 patents
(collectively, the “Alfa Wassermann patents”), uding but not limited to, rights associated
with being the exclusive licensee of the Alfa Wasssnn patents in the United States, and the
right to sue for infringement of the Alfa Wassermaoatents in the United States. Pursuant to
these agreements, Salix Pharmaceuticals, Inceisdle distributor in the United States of
Xifaxan® tablets.

43. Pursuant to agreements entered into between Valgalt Pharmaceuticals, Inc.
and Cedars-Sinai, Valeant and Salix Pharmaceutilcedshave substantial rights in the 053,
'857, '240, '608, and 799 patents (collectivelget“Cedars-Sinai patents”), including but not
limited to, rights associated with being the exisladicensee of the Cedars-Sinai patents, and the

right to sue for infringement of the Cedars-Siratemts.

CLAIMS FOR RELIEF — PATENT INFRINGEMENT

44. By a letter dated February 11, 2016 (the “Actavigide Letter”), Actavis advised
Salix Pharmaceuticals, Inc., Alfa Wassermann andb@eSinai, that it had submitted ANDA
No. 208959 to the FDA seeking approval to manufactuse, or sell rifaximin 550 mg tablets
(“Actavis’ Generic Product”) prior to the expirati@f the Xifaxan® patents.

45.  On information and belief, Actavis submitted ANDAN208959 to the FDA

under 8 505(j) of the Federal Food, Drug and ComAedt, seeking approval to engage in the
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commercial manufacture, use, and sale of Actavesi€eic Product as a generic version of
Xifaxan® 550 mg tablets.

46. Oninformation and belief, ANDA No. 208959 seeksA-&pproval of Actavis’
Generic Product for the indications of reductiomigk of overt hepatic encephalopathy (HE)
recurrence in adults and treatment of irritable élosyndrome with diarrhea (IBS-D) in adults.

47.  The Actavis Notice Letter also advised PlaintiffattActavis’ ANDA submission
included certifications under 21 U.S.C. 8§ 355(jj@Jiv)(ll) that, in Actavis’ opinion, certain
claims of the Xifaxan® patents are invalid, unené&able and/or not infringed.

48. The Actavis Notice Letter does not allege non-imgegment of certain claims of
the '199, '608, '206, '542, '275, '644, '781, '19669, '949, '904, 452, and '231 patents. By
not identifying non-infringement defenses of certeliaims of the '199, '608, '206, '542, '275,
'644,°781, '196, '569, '949, '904, '452, and '23fatents in the Actavis Notice Letter, Actavis
admits Actavis’ Generic Product meets all limitagoof those claims.

49. The Actavis Notice Letter does not allege invaliait unenforceability of any
claims of the '620, '799, and '398 patents, andsdoet allege invalidity or unenforceability of
certain claims of the ‘053, '199, '206, '542, '64481, '196, and '231 patents. By not
identifying invalidity and unenforceability deferssef any claims of the '620, '799, and '398
patents in the Actavis Notice Letter, Actavis adntiite claims of those patents are valid and
enforceable. By not identifying invalidity and urierceability defenses of certain claims of the
'053, ’'199, '206, '542, '644, '781, '196, and '23fatents in the Actavis Notice Letter, Actavis
admits those claims of those patents are valideafiokceable.

50. By letter dated July 6, 2016, (the “Second ActdNudice Letter”), Actavis

advised Salix Pharmaceuticals, Inc., Alfa Wassemard Cedars-Sinai, that it had amended

-16
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ANDA No. 208959 to include a certification under@1S.C. § 355(j)(2)(B)(iv) that, in Actavis’
opinion, the claims of the '968 patent are invalidenforceable and/or not infringed.

51. The Second Actavis Notice Letter does not allegein&ringement of any claims
of the 968 patent. By not identifying non-infriegent defenses of any claims of the '968
patent in the Second Actavis Notice Letter, Actadsnits Actavis’ Generic Produce meets all
limitations of those claims.

52. By a letter dated October 31, 2016 (the “Third AttdNotice Letter”), Actavis
advised Salix Pharmaceuticals, Inc., Alfa Wassemaard Cedars-Sinai, that it had amended
ANDA No. 208959 to include a certification under@1S.C. § 355(j)(2)(B)(iv) that, in Actavis’
opinion, the claims of the '195 patent are invalidenforceable and/or not infringed.

53. There is an actual, real, immediate, and justiei@ointroversy between Plaintiffs
and Actavis regarding the infringement, validitydaanforceability of the Xifaxan® patents.

COUNT |
Infringement of the '053 Patent

54.  Plaintiffs incorporate each of the preceding paaphgs 1 to 53 as if fully set forth
herein.

55. By submitting ANDA No. 208959 to the FDA to obtapproval under the Food,
Drug, and Cosmetic Act to engage in the commensaiufacture, use, offer for sale, sale,
and/or importation of Actavis’ Generic Product thghbout the United States, including
Delaware, prior to expiration of the ‘053 patenttdvis committed an act of infringement of the
'053 patent under 35 U.S.C. § 271(e)(2)(A).

56. The '053 patent claimsnter alia, methods of treating irritable bowel syndrome
with rifaximin.

57.  Actavis’ manufacture, use, sale, offer for salengportation into the United

-11-
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States of Actavis’ Generic Product prior to theiesgon of the '053 patent, including any
applicable exclusivities or extensions, will infyenone or more claims of the ‘053 patent under
35 U.S.C. 8§ 271(b) and/or (c).

58. On information and belief, Actavis’ Generic Produtapproved by the FDA,
will be prescribed and administered to human ptiemreduce the risk of overt hepatic
encephalopathy recurrence and/or to relieve thessagd symptoms of irritable bowel syndrome
with diarrhea in patients, which uses will congstdirect infringement of claims of the '053
patent.

59. Oninformation and belief, these directly infringinses will occur with Actavis’
specific intent and encouragement, and will be tisasActavis knows or should know will
occur.

60. On information and belief, Actavis will activelyyduce, encourage, aid and abet
this prescription and administration, with knowledgnd specific intent that these uses will be in
contravention of Plaintiffs’ rights under the '0patent.

61. On information and belief, Actavis knows or shokifdbw Actavis’ Generic
Product will be especially made or especially addpor use in an infringement of the '053
patent, and is not a staple article or commoditgashmerce suitable for substantial non-
infringing use.

62. On information and belief, Actavis knows or shokifbw that its commercial
manufacture, use, offer for sale, sale, and/or magion of Actavis’ Generic Product prior to
patent expiry will contribute to the direct infriegnent of one or more claims of the '053 patent.

63. On information and belief, Actavis’ acts will berfigmed with knowledge of the

'053 patent and with intent to encourage infringatny@ior to patent expiry.

-12-
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64. On information and belief, Actavis was aware of ¢éixestence of the '053 patent
and its listing in the Orange Book as demonstraiedctavis’ reference to the ‘053 patent in the
Actavis Notice Letter.

65. On information and belief, Actavis’ statement of flactual and legal bases for its
opinions regarding non-infringement and invalicfythe '053 patent is devoid of an objective
good faith basis in either the facts or the lavisTicase is exceptional.

66.  Plaintiffs will be substantially and irreparablyrh@ed by the infringing activities
described above unless those activities are predlog this Court. Plaintiffs have no adequate

remedy at law.

COUNT Il
Infringement of the '620 Patent

67.  Plaintiffs incorporate each of the preceding paaphs 1 to 66 as if fully set forth
herein.

68. By submitting ANDA No. 208959 to the FDA to obtapproval under the Food,
Drug, and Cosmetic Act to engage in the commenaiufacture, use, offer for sale, sale,
and/or importation of Actavis’ Generic Product thghbout the United States, including
Delaware, prior to expiration of the '620 patenttdvis committed an act of infringement of the
'620 patent under 35 U.S.C. § 271(e)(2)(A).

69. The '620 patent claimsnter alia, crystalline forms of rifaximin and processes for
the production of crystalline forms of rifaximin.

70.  Actavis’ manufacture, use, sale, offer for salepgportation into the United
States of Actavis’ Generic Product prior to theieagon of the '620 patent, including any
applicable exclusivities or extensions, will infyimone or more claims of the 620 patent under

35 U.S.C. 88 271(a), (b), (c) and/or (g).

-13
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71. On information and belief, Actavis was aware of ¢éixestence of the '620 patent
and its listing in the Orange Book as demonstraiedctavis’ reference to the '620 patent in the
Actavis Notice Letter.

72.  On information and belief, Actavis’ statement of flactual and legal bases for its
opinions regarding non-infringement of the '620guatis devoid of an objective good faith basis
in either the facts or the law. This case is ekoepl.

73.  Plaintiffs will be substantially and irreparablyrh@ed by the infringing activities
described above unless those activities are predlog this Court. Plaintiffs have no adequate

remedy at law.

COUNT 1l
Infringement of the '857 Patent

74.  Plaintiffs incorporate each of the preceding paaphs 1 to 73 as if fully set forth
herein.

75. By submitting ANDA No. 208959 to the FDA to obtapproval under the Food,
Drug, and Cosmetic Act to engage in the commenaiufacture, use, offer for sale, sale,
and/or importation of Actavis’ Generic Product thghbout the United States, including
Delaware, prior to expiration of the '857 patenttdvis committed an act of infringement of the
'857 patent under 35 U.S.C. § 271(e)(2)(A).

76. The 857 patent claimsnter alia, methods of treating irritable bowel syndrome
with rifaximin.

77.  Actavis’ manufacture, use, sale, offer for salepgportation into the United
States of Actavis’ Generic Product prior to theieagon of the '857 patent, including any
applicable exclusivities or extensions, will infyimone or more claims of the 857 patent under

35 U.S.C. 88 271(b) and/or (c).

-14
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78.  On information and belief, Actavis’ Generic Produtapproved by the FDA,
will be prescribed and administered to human ptgiemreduce the risk of overt hepatic
encephalopathy recurrence and/or to relieve thessagd symptoms of irritable bowel syndrome
with diarrhea in patients, which uses will congstdirect infringement of claims of the '857
patent.

79.  Oninformation and belief, these directly infringinses will occur with Actavis’
specific intent and encouragement, and will be tisasActavis knows or should know will
occur.

80. On information and belief, Actavis will activelypduce, encourage, aid and abet
this prescription and administration, with knowledgnd specific intent that these uses will be in
contravention of Plaintiffs’ rights under the '8p@tent.

81. On information and belief, Actavis knows or shollcbw Actavis’ Generic
Product will be especially made or especially addpor use in an infringement of the ‘857
patent, and is not a staple article or commodityavhmerce suitable for substantial non-
infringing use.

82.  On information and belief, Actavis knows or sholiebw that its commercial
manufacture, use, offer for sale, sale, and/or magion of Actavis’ Generic Product prior to
patent expiry will contribute to the direct infriagnent of one or more claims of the '857 patent.

83.  Oninformation and belief, Actavis’ acts will berf@med with knowledge of the
'857 patent and with intent to encourage infringatny@ior to patent expiry.

84. On information and belief, Actavis was aware of éiestence of the '857 patent
and its listing in the Orange Book as demonstraiedctavis’ reference to the '857 patent in the

Actavis Notice Letter.

-15
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85. On information and belief, Actavis’ statement of flactual and legal bases for its
opinions regarding non-infringement and invalicbfythe '857 patent is devoid of an objective
good faith basis in either the facts or the lavnisTicase is exceptional.

86.  Plaintiffs will be substantially and irreparablyrireed by the infringing activities
described above unless those activities are predlog this Court. Plaintiffs have no adequate

remedy at law.

COUNT IV,
Infringement of the '240 Patent

87.  Plaintiffs incorporate each of the preceding paaphgs 1 to 86 as if fully set forth
herein.

88. By submitting ANDA No. 208959 to the FDA to obtapproval under the Food,
Drug, and Cosmetic Act to engage in the commenaiufacture, use, offer for sale, sale,
and/or importation of Actavis’ Generic Product thgbout the United States, including
Delaware, prior to expiration of the '240 patenttdvis committed an act of infringement of the
'240 patent under 35 U.S.C. § 271(e)(2)(A).

89. The '240 patent claimsnter alia, methods of treating bloating with rifaximin.

90. Actavis’ manufacture, use, sale, offer for salengportation into the United
States of Actavis’ Generic Product prior to theieagon of the '240 patent, including any
applicable exclusivities or extensions, will infyimone or more claims of the 240 patent under
35 U.S.C. 88 271(b) and/or (c).

91. Oninformation and belief, Actavis’ Generic Produtapproved by the FDA,
will be prescribed and administered to human ptiemreduce the risk of overt hepatic
encephalopathy recurrence and/or to relieve thessagd symptoms of irritable bowel syndrome

with diarrhea in patients, which uses will congstdirect infringement of claims of the 240
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patent.

92. Oninformation and belief, these directly infringinses will occur with Actavis’
specific intent and encouragement, and will be tisasActavis knows or should know will
occur.

93. On information and belief, Actavis will activelypduce, encourage, aid and abet
this prescription and administration, with knowledgnd specific intent that these uses will be in
contravention of Plaintiffs’ rights under the '2g@tent.

94.  On information and belief, Actavis knows or sholilcbw Actavis’ Generic
Product will be especially made or especially addor use in an infringement of the '240
patent, and is not a staple article or commodityashmerce suitable for substantial non-
infringing use.

95.  On information and belief, Actavis knows or sholiebw that its commercial
manufacture, use, offer for sale, sale, and/or magion of Actavis’ Generic Product prior to
patent expiry will contribute to the direct infrieagnent of one or more claims of the '240 patent.

96. On information and belief, Actavis’ acts will berf@med with knowledge of the
'240 patent and with intent to encourage infringatn@ior to patent expiry.

97. On information and belief, Actavis was aware of éiestence of the '240 patent
and its listing in the Orange Book as demonstraiedctavis’ reference to the '240 patent in the
Actavis Notice Letter.

98. On information and belief, Actavis’ statement of flactual and legal bases for its
opinions regarding non-infringement and invalicbfythe '240 patent is devoid of an objective

good faith basis in either the facts or the lavisicase is exceptional.
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99.  Plaintiffs will be substantially and irreparablyrhreed by the infringing activities
described above unless those activities are predlog this Court. Plaintiffs have no adequate

remedy at law.

Count V
Infringement of the '199 Patent

100. Plaintiffs incorporate each of the preceding paapbs 1 to 99 as if fully set forth
herein.

101. By submitting ANDA No. 208959 to the FDA to obtapproval under the Food,
Drug, and Cosmetic Act to engage in the commensaiufacture, use, offer for sale, sale,
and/or importation of Actavis’ Generic Product thgbout the United States, including
Delaware, prior to expiration of the '199 patenttdvis committed an act of infringement of the
'199 patent under 35 U.S.C. § 271(e)(2)(A).

102. The '199 patent claimsnter alia, crystalline forms of rifaximin.

103. Actavis’ manufacture, use, sale, offer for salepguortation into the United
States of Actavis’ Generic Product prior to theieagon of the '199 patent, including any
applicable exclusivities or extensions, will infyimone or more claims of the 199 patent under
35 U.S.C. § 271(a).

104. On information and belief, Actavis was aware of élxestence of the '199 patent
and its listing in the Orange Book as demonstraiedctavis’ reference to the '199 patent in the
Actavis Notice Letter.

105. On information and belief, Actavis’ statement of flactual and legal bases for its
opinions regarding non-infringement and invalidfythe 199 patent is devoid of an objective

good faith basis in either the facts or the lawisTcase is exceptional.
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106. Plaintiffs will be substantially and irreparablyrh@ed by the infringing activities
described above unless those activities are predlog this Court. Plaintiffs have no adequate

remedy at law.

COUNT VI
Infringement of the '608 Patent

107. Plaintiffs incorporate each of the preceding paapbs 1 to 106 as if fully set
forth herein.

108. By submitting ANDA No. 208959 to the FDA to obtapproval under the Food,
Drug, and Cosmetic Act to engage in the commensaiufacture, use, offer for sale, sale,
and/or importation of Actavis’ Generic Product thghbout the United States, including
Delaware, prior to expiration of the '608 patenttdvis committed an act of infringement of the
'608 patent under 35 U.S.C. § 271(e)(2)(A).

109. The '608 patent claimsnter alia, methods of treating subjects suffering from
irritable bowel syndrome with rifaximin and methaafsmproving the symptoms of a subject
suffering from irritable bowel syndrome with rifamin.

110. Actavis’ manufacture, use, sale, offer for salepgortation into the United
States of Actavis’ Generic Product prior to theieagon of the '608 patent, including any
applicable exclusivities or extensions, will infyimone or more claims of the 608 patent under
35 U.S.C. 88 271(b) and/or (c).

111. On information and belief, Actavis’ Generic Produtapproved by the FDA,
will be prescribed and administered to human ptiemreduce the risk of overt hepatic
encephalopathy recurrence and/or to relieve thessagd symptoms of irritable bowel syndrome
with diarrhea in patients, which uses will congstdirect infringement of claims of the ‘608

patent.
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112. On information and belief, these directly infringinses will occur with Actavis’
specific intent and encouragement, and will be tisasActavis knows or should know will
occur.

113. On information and belief, Actavis will activelyyduce, encourage, aid and abet
this prescription and administration, with knowledgnd specific intent that these uses will be in
contravention of Plaintiffs’ rights under the '6p8tent.

114. On information and belief, Actavis knows or shokitbw Actavis’ Generic
Product will be especially made or especially addpor use in an infringement of the '608
patent, and is not a staple article or commoditgashmerce suitable for substantial non-
infringing use.

115. On information and belief, Actavis knows or shokifbw that its commercial
manufacture, use, offer for sale, sale, and/or magion of Actavis’ Generic Product prior to
patent expiry will contribute to the direct infriegnent of one or more claims of the '608 patent.

116. On information and belief, Actavis’ acts will berfigmed with knowledge of the
'608 patent and with intent to encourage infringatn@ior to patent expiry.

117. On information and belief, Actavis was aware of ¢lxestence of the '608 patent
and its listing in the Orange Book as demonstraiedctavis’ reference to the '608 patent in the
Actavis Notice Letter.

118. On information and belief, Actavis’ statement of flactual and legal bases for its
opinions regarding invalidity of the ‘608 patentdisvoid of an objective good faith basis in

either the facts or the law. This case is exceptio



Case 1:16-cv-00188-GMS Document 51 Filed 12/12/16 Page 21 of 52 PagelD #: 2638

119. Plaintiffs will be substantially and irreparablyrh@ed by the infringing activities
described above unless those activities are predlog this Court. Plaintiffs have no adequate

remedy at law.

COUNT VII
Infringement of the '206 Patent

120. Plaintiffs incorporate each of the preceding paapbs 1 to 119 as if fully set
forth herein.

121. By submitting ANDA No. 208959 to the FDA to obtapproval under the Food,
Drug, and Cosmetic Act to engage in the commensaiufacture, use, offer for sale, sale,
and/or importation of Actavis’ Generic Product thghbout the United States, including
Delaware, prior to expiration of the '206 patenttdvis committed an act of infringement of the
'206 patent under 35 U.S.C. § 271(e)(2)(A).

122. The 206 patent claimsnter alia, crystalline forms of rifaximin, crystalline forms
of rifaximin prepared by specified processes arid gharmaceutical compositions comprising
crystalline forms of rifaximin.

123. Actavis’ manufacture, use, sale, offer for salepgwortation into the United
States of Actavis’ Generic Product prior to theieagon of the 206 patent, including any
applicable exclusivities or extensions, will infyimone or more claims of the '206 patent under
35 U.S.C. 88 271(a), (b), (c) and/or (g).

124. On information and belief, Actavis was aware of élxestence of the '206 patent
and its listing in the Orange Book as demonstraiedctavis’ reference to the '206 patent in the
Actavis Notice Letter.

125. On information and belief, Actavis’ statement of flactual and legal bases for its

opinions regarding non-infringement and invalidfythe '206 patent is devoid of an objective
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good faith basis in either the facts or the lavhisicase is exceptional.
126. Plaintiffs will be substantially and irreparablyrh@ed by the infringing activities
described above unless those activities are predlog this Court. Plaintiffs have no adequate

remedy at law.

COUNT VIl
Infringement of the '542 Patent

127. Plaintiffs incorporate each of the preceding paapbs 1 to 126 as if fully set
forth herein.

128. By submitting ANDA No. 208959 to the FDA to obtapproval under the Food,
Drug, and Cosmetic Act to engage in the commensaiufacture, use, offer for sale, sale,
and/or importation of Actavis’ Generic Product thghbout the United States, including
Delaware, prior to expiration of the '542 patenttdvis committed an act of infringement of the
'542 patent under 35 U.S.C. § 271(e)(2)(A).

129. The '542 patent claimsnter alia, pharmaceutical compositions comprising
crystalline forms of rifaximin.

130. Actavis’ manufacture, use, sale, offer for salepgwortation into the United
States of Actavis’ Generic Product prior to theieagon of the '542 patent, including any
applicable exclusivities or extensions, will infyimone or more claims of the '542 patent under
35 U.S.C. § 271(a).

131. On information and belief, Actavis was aware of élxestence of the '542 patent
and its listing in the Orange Book as demonstraiedctavis’ reference to the '542 patent in the
Actavis Notice Letter.

132. On information and belief, Actavis’ statement of flactual and legal bases for its

opinions regarding non-infringement and invalidfythe '542 patent is devoid of an objective
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good faith basis in either the facts or the lavnisicase is exceptional.
133. Plaintiffs will be substantially and irreparablyrh@ed by the infringing activities
described above unless those activities are predlog this Court. Plaintiffs have no adequate

remedy at law.

COUNT IX
Infringement of the 275 Patent

134. Plaintiffs incorporate each of the preceding paapbs 1 to 133 as if fully set
forth herein.

135. By submitting ANDA No. 208959 to the FDA to obtapproval under the Food,
Drug, and Cosmetic Act to engage in the commensaiufacture, use, offer for sale, sale,
and/or importation of Actavis’ Generic Product thghbout the United States, including
Delaware, prior to expiration of the 275 patenttdvis committed an act of infringement of the
'275 patent under 35 U.S.C. § 271(e)(2)(A).

136. The 275 patent claimsnter alia, methods of treating bacterial infections in
patients suffering from bowel related disorderdweitystalline forms of rifaximin.

137. Actavis’ manufacture, use, sale, offer for salepgwortation into the United
States of Actavis’ Generic Product prior to theieagon of the '275 patent, including any
applicable exclusivities or extensions, will infyimone or more claims of the 275 patent under
35 U.S.C. 88 271(b) and/or (c).

138. On information and belief, Actavis’ Generic Produtapproved by the FDA,
will be prescribed and administered to human ptiemreduce the risk of overt hepatic
encephalopathy recurrence and/or to relieve thessagd symptoms of irritable bowel syndrome
with diarrhea in patients, which uses will congstdirect infringement of claims of the '275

patent.
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139. On information and belief, these directly infringinses will occur with Actavis’
specific intent and encouragement, and will be tisasActavis knows or should know will
occur.

140. On information and belief, Actavis will activelyyduce, encourage, aid and abet
this prescription and administration, with knowledgnd specific intent that these uses will be in
contravention of Plaintiffs’ rights under the '2p&tent.

141. On information and belief, Actavis knows or shokitbw Actavis’ Generic
Product will be especially made or especially addpor use in an infringement of the 275
patent, and is not a staple article or commoditgashmerce suitable for substantial non-
infringing use.

142. On information and belief, Actavis knows or shokifbw that its commercial
manufacture, use, offer for sale, sale, and/or magion of Actavis’ Generic Product prior to
patent expiry will contribute to the direct infriegnent of one or more claims of the 275 patent.

143. On information and belief, Actavis’ acts will berfigmed with knowledge of the
'275 patent and with intent to encourage infringatny@ior to patent expiry.

144. On information and belief, Actavis was aware of ¢lxestence of the '275 patent
and its listing in the Orange Book as demonstraiedctavis’ reference to the '275 patent in the
Actavis Notice Letter.

145. On information and belief, Actavis’ statement of flactual and legal bases for its
opinions regarding invalidity of the '275 patentdisvoid of an objective good faith basis in

either the facts or the law. This case is exceptio
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146. Plaintiffs will be substantially and irreparablyrh@ed by the infringing activities
described above unless those activities are predlog this Court. Plaintiffs have no adequate

remedy at law.

COUNT X
Infringement of the 799 Patent

147. Plaintiffs incorporate each of the preceding paaphs 1 to 146 as if fully set
forth herein.

148. By submitting ANDA No. 208959 to the FDA to obtapproval under the Food,
Drug, and Cosmetic Act to engage in the commensaiufacture, use, offer for sale, sale,
and/or importation of Actavis’ Generic Product thgbout the United States, including
Delaware, prior to expiration of the 799 patenttdvis committed an act of infringement of the
'799 patent under 35 U.S.C. § 271(e)(2)(A).

149. The '799 patent claimsnter alia, methods of treating diarrhea in subjects who
have small intestinal bacterial overgrowth wittaxiimin.

150. Actavis’ manufacture, use, sale, offer for salepguortation into the United
States of Actavis’ Generic Product prior to theieagon of the '799 patent, including any
applicable exclusivities or extensions, will infyimone or more claims of the 799 patent under
35 U.S.C. 88 271(b) and/or (c).

151. On information and belief, Actavis’ Generic Produtapproved by the FDA,
will be prescribed and administered to human ptiemreduce the risk of overt hepatic
encephalopathy recurrence and/or to relieve thessagd symptoms of irritable bowel syndrome
with diarrhea in patients, which uses will congstdirect infringement of claims of the '799
patent.

152. On information and belief, these directly infringinses will occur with Actavis’
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specific intent and encouragement, and will be tisasActavis knows or should know will
occur.

153. On information and belief, Actavis will activelyyduce, encourage, aid and abet
this prescription and administration, with knowledgnd specific intent that these uses will be in
contravention of Plaintiffs’ rights under the '7patent.

154. On information and belief, Actavis knows or shokitbw Actavis’ Generic
Product will be especially made or especially addor use in an infringement of the 799
patent, and is not a staple article or commoditgashmerce suitable for substantial non-
infringing use.

155. On information and belief, Actavis knows or shokifbw that its commercial
manufacture, use, offer for sale, sale, and/or magion of Actavis’ Generic Product prior to
patent expiry will contribute to the direct infriegnent of one or more claims of the '799 patent.

156. On information and belief, Actavis’ acts will berfigmed with knowledge of the
'799 patent and with intent to encourage infringatn@ior to patent expiry.

157. On information and belief, Actavis was aware of ¢lxestence of the '799 patent
and its listing in the Orange Book as demonstraiedctavis’ reference to the '799 patent in the
Actavis Notice Letter.

158. On information and belief, Actavis’ statement of flactual and legal bases for its
opinions regarding non-infringement of the '799¢guatis devoid of an objective good faith basis
in either the facts or the law. This case is ekoegl.

159. Plaintiffs will be substantially and irreparablyrhreed by the infringing activities
described above unless those activities are predlog this Court. Plaintiffs have no adequate

remedy at law.
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COUNT XI
Infringement of the 644 Patent

160. Plaintiffs incorporate each of the preceding paapbs 1 to 159 as if fully set
forth herein.

161. By submitting ANDA No. 208959 to the FDA to obtapproval under the Food,
Drug, and Cosmetic Act to engage in the commensaiufacture, use, offer for sale, sale,
and/or importation of Actavis’ Generic Product thghbout the United States, including
Delaware, prior to expiration of the '644 patenttdvis committed an act of infringement of the
'644 patent under 35 U.S.C. § 271(e)(2)(A).

162. The '644 patent claimsnter alia, solid pharmaceutical compositions comprising
crystalline forms of rifaximin.

163. Actavis’ manufacture, use, sale, offer for salepgortation into the United
States of Actavis’ Generic Product prior to theieagon of the '644 patent, including any
applicable exclusivities or extensions, will infyimone or more claims of the ‘644 patent under
35 U.S.C. § 271(a).

164. On information and belief, Actavis was aware of élxestence of the 644 patent
and its listing in the Orange Book as demonstraiedctavis’ reference to the '644 patent in the
Actavis Notice Letter.

165. On information and belief, Actavis’ statement of flactual and legal bases for its
opinions regarding non-infringement and invalidfythe '644 patent is devoid of an objective
good faith basis in either the facts or the lawnisTcase is exceptional.

166. Plaintiffs will be substantially and irreparablyrh@ed by the infringing activities
described above unless those activities are predlbg this Court. Plaintiffs have no adequate

remedy at law.
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COUNT XII
Infringement of the 781 Patent

167. Plaintiffs incorporate each of the preceding paaphs 1 to 166 as if fully set
forth herein.

168. By submitting ANDA No. 208959 to the FDA to obtapproval under the Food,
Drug, and Cosmetic Act to engage in the commensaiufacture, use, offer for sale, sale,
and/or importation of Actavis’ Generic Product thgbout the United States, including
Delaware, prior to expiration of the 781 patenttdvis committed an act of infringement of the
'781 patent under 35 U.S.C. § 271(e)(2)(A).

169. The '781 patent claimsnter alia, crystalline forms of rifaximin.

170. Actavis’ manufacture, use, sale, offer for salepguortation into the United
States of Actavis’ Generic Product prior to theieagon of the '781 patent, including any
applicable exclusivities or extensions, will infyimone or more claims of the 781 patent under
35 U.S.C. § 271(a).

171. On information and belief, Actavis was aware of élxestence of the 781 patent
and its listing in the Orange Book as demonstraiedctavis’ reference to the '781 patent in the
Actavis Notice Letter.

172. On information and belief, Actavis’ statement of flactual and legal bases for its
opinions regarding non-infringement and invalidfythe '781 patent is devoid of an objective
good faith basis in either the facts or the lawisTcase is exceptional.

173. Plaintiffs will be substantially and irreparablyrh@ed by the infringing activities
described above unless those activities are predlbg this Court. Plaintiffs have no adequate

remedy at law.
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COUNT XIIl_
Infringement of the '196 Patent

174. Plaintiffs incorporate each of the preceding paapbs 1 to 173 as if fully set
forth herein.

175. By submitting ANDA No. 208959 to the FDA to obtapproval under the Food,
Drug, and Cosmetic Act to engage in the commensaiufacture, use, offer for sale, sale,
and/or importation of Actavis’ Generic Product thgbout the United States, including
Delaware, prior to expiration of the '196 patenttdvis committed an act of infringement of the
'196 patent under 35 U.S.C. § 271(e)(2)(A).

176. The '196 patent claimsnter alia, crystalline forms of rifaximin, solid
pharmaceutical compositions comprising crystalforens of rifaximin, methods of treating
bacterial activity in the gastrointestinal tractsobjects with crystalline forms of rifaximin and
processes for the production of crystalline forrhafaximin.

177. Actavis’ manufacture, use, sale, offer for salepguortation into the United
States of Actavis’ Generic Product prior to theieagon of the '196 patent, including any
applicable exclusivities or extensions, will infyimone or more claims of the 196 patent under
35 U.S.C. 88 271(a), (b), (c) and/or (g).

178. On information and belief, Actavis’ Generic Produtapproved by the FDA,
will be prescribed and administered to human ptiemreduce the risk of overt hepatic
encephalopathy recurrence and/or to relieve thessagd symptoms of irritable bowel syndrome
with diarrhea in patients, which uses will congstdirect infringement of claims of the '196
patent.

179. On information and belief, these directly infringinses will occur with Actavis’

specific intent and encouragement, and will be tisgisActavis knows or should know will
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occur.

180. On information and belief, Actavis will activelyyduce, encourage, aid and abet
this prescription and administration, with knowledgnd specific intent that these uses will be in
contravention of Plaintiffs’ rights under the '1pétent.

181. On information and belief, Actavis knows or shokitbw Actavis’ Generic
Product will be especially made or especially addpor use in an infringement of the '196
patent, and is not a staple article or commodityavhmerce suitable for substantial non-
infringing use.

182. On information and belief, Actavis knows or shokifbw that its commercial
manufacture, use, offer for sale, sale, and/or magion of Actavis’ Generic Product prior to
patent expiry will contribute to the direct infrieagnent of one or more claims of the '196 patent.

183. On information and belief, Actavis’ acts will berfigmed with knowledge of the
196 patent and with intent to encourage infringatny@ior to patent expiry.

184. On information and belief, Actavis was aware of ¢lxestence of the '196 patent
and its listing in the Orange Book as demonstraiedctavis’ reference to the '196 patent in the
Actavis Notice Letter.

185. On information and belief, Actavis’ statement of flactual and legal bases for its
opinions regarding non-infringement and invalicbfythe '196 patent is devoid of an objective
good faith basis in either the facts or the lavnisicase is exceptional.

186. Plaintiffs will be substantially and irreparablyrh@ed by the infringing activities
described above unless those activities are predlog this Court. Plaintiffs have no adequate

remedy at law.
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COUNT XIV
Infringement of the '569 Patent

187. Plaintiffs incorporate each of the preceding paapbs 1 to 186 as if fully set
forth herein.

188. By submitting ANDA No. 208959 to the FDA to obtapproval under the Food,
Drug, and Cosmetic Act to engage in the commensaiufacture, use, offer for sale, sale,
and/or importation of Actavis’ Generic Product thghbout the United States, including
Delaware, prior to expiration of the '569 patenttdvis committed an act of infringement of the
'569 patent under 35 U.S.C. § 271(e)(2)(A).

189. The '569 patent claimsnter alia, methods of treating diarrhea-associated
irritable bowel syndrome with rifaximin.

190. Actavis’ manufacture, use, sale, offer for salepgortation into the United
States of Actavis’ Generic Product prior to theieagon of the '569 patent, including any
applicable exclusivities or extensions, will infyimone or more claims of the '569 patent under
35 U.S.C. 88 271(b) and/or (c).

191. On information and belief, Actavis’ Generic Produtapproved by the FDA,
will be prescribed and administered to human ptiemreduce the risk of overt hepatic
encephalopathy recurrence and/or to relieve thessagd symptoms of irritable bowel syndrome
with diarrhea in patients, which uses will congstdirect infringement of claims of the '569
patent.

192. On information and belief, these directly infringinses will occur with Actavis’
specific intent and encouragement, and will be tisgisActavis knows or should know will
occur.

193. On information and belief, Actavis will activelyyduce, encourage, aid and abet
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this prescription and administration, with knowledgnd specific intent that these uses will be in
contravention of Plaintiffs’ rights under the '5patent.

194. On information and belief, Actavis knows or shokitdbw Actavis’ Generic
Product will be especially made or especially addpor use in an infringement of the '569
patent, and is not a staple article or commoditgashmerce suitable for substantial non-
infringing use.

195. On information and belief, Actavis knows or shokifbw that its commercial
manufacture, use, offer for sale, sale, and/or magion of Actavis’ Generic Product prior to
patent expiry will contribute to the direct infriegnent of one or more claims of the '569 patent.

196. On information and belief, Actavis’ acts will berfigmed with knowledge of the
'569 patent and with intent to encourage infringatny@ior to patent expiry.

197. On information and belief, Actavis was aware of ¢lxestence of the '569 patent
and its listing in the Orange Book as demonstraiedctavis’ reference to the '569 patent in the
Actavis Notice Letter.

198. On information and belief, Actavis’ statement of flactual and legal bases for its
opinions regarding invalidity of the '569 patentdisvoid of an objective good faith basis in
either the facts or the law. This case is exceptio

199. Plaintiffs will be substantially and irreparablyrhreed by the infringing activities
described above unless those activities are predlog this Court. Plaintiffs have no adequate

remedy at law.

COUNT XV
Infringement of the '949 Patent

200. Plaintiffs incorporate each of the preceding paapgs 1 to 199 as if fully set

forth herein.
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201. By submitting ANDA No. 208959 to the FDA to obtapproval under the Food,
Drug, and Cosmetic Act to engage in the commeroaiufacture, use, offer for sale, sale,
and/or importation of Actavis’ Generic Product thgbout the United States, including
Delaware, prior to expiration of the '949 patenttdvis committed an act of infringement of the
'949 patent under 35 U.S.C. § 271(e)(2)(A).

202. The '949 patent claimsnter alia, solid pharmaceutical compositions comprising
crystalline forms of rifaximin and crystalline fosof rifaximin prepared by specified processes.
203. Actavis’ manufacture, use, sale, offer for salepguortation into the United

States of Actavis’ Generic Product prior to theiesgon of the '949 patent, including any
applicable exclusivities or extensions, will infyenone or more claims of the '949 patent under
35 U.S.C. 8§ 271(a), (b), (c) and/or (g).

204. On information and belief, Actavis was aware of éiestence of the '949 patent
and its listing in the Orange Book as demonstraiedctavis’ reference to the '949 patent in the
Actavis Notice Letter.

205. On information and belief, Actavis’ statement of flactual and legal bases for its
opinions regarding non-infringement and invalicbfythe '949 patent is devoid of an objective
good faith basis in either the facts or the lavnisTicase is exceptional.

206. Plaintiffs will be substantially and irreparablyrireed by the infringing activities
described above unless those activities are predlog this Court. Plaintiffs have no adequate

remedy at law.

COUNT XVI
Infringement of the '573 Patent

207. Plaintiffs incorporate each of the preceding paaphgs 1 to 206 as if fully set

forth herein.
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208. By submitting ANDA No. 208959 to the FDA to obtapproval under the Food,
Drug, and Cosmetic Act to engage in the commeroaiufacture, use, offer for sale, sale,
and/or importation of Actavis’ Generic Product thgbout the United States, including
Delaware, prior to expiration of the '573 patenttdvis committed an act of infringement of the
'573 patent under 35 U.S.C. § 271(e)(2)(A).

209. The '573 patent claimsnter alia, methods of maintaining remission of hepatic
encephalopathy with rifaximin.

210. Actavis’ manufacture, use, sale, offer for salepguortation into the United
States of Actavis’ Generic Product prior to theiesgon of the '573 patent, including any
applicable exclusivities or extensions, will infyone or more claims of the '573 patent under
35 U.S.C. 8§ 271(b) and/or (c).

211. On information and belief, Actavis’ Generic Produtapproved by the FDA,
will be prescribed and administered to human ptiemreduce the risk of overt hepatic
encephalopathy recurrence and/or to relieve thessagd symptoms of irritable bowel syndrome
with diarrhea in patients, which uses will congstdirect infringement of claims of the '573
patent.

212. On information and belief, these directly infringinses will occur with Actavis’
specific intent and encouragement, and will be tisasActavis knows or should know will
occur.

213. On information and belief, Actavis will activelypduce, encourage, aid and abet
this prescription and administration, with knowledgnd specific intent that these uses will be in
contravention of Plaintiffs’ rights under the '5patent.

214. On information and belief, Actavis knows or shokiibw Actavis’ Generic
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Product will be especially made or especially addpor use in an infringement of the '573
patent, and is not a staple article or commodityashmerce suitable for substantial non-
infringing use.

215. On information and belief, Actavis knows or sholiebw that its commercial
manufacture, use, offer for sale, sale, and/or magion of Actavis’ Generic Product prior to
patent expiry will contribute to the direct infrieagnent of one or more claims of the '573 patent.

216. On information and belief, Actavis’ acts will berf@med with knowledge of the
'573 patent and with intent to encourage infringatny@ior to patent expiry.

217. On information and belief, Actavis was aware of éiestence of the '573 patent
and its listing in the Orange Book as demonstraiedctavis’ reference to the '573 patent in the
Actavis Notice Letter.

218. On information and belief, Actavis’ statement of flactual and legal bases for its
opinions regarding non-infringement and invalicbfythe '573 patent is devoid of an objective
good faith basis in either the facts or the lavnisicase is exceptional.

219. Plaintiffs will be substantially and irreparablyrhreed by the infringing activities
described above unless those activities are predlog this Court. Plaintiffs have no adequate

remedy at law.

COUNT XVII
Infringement of the '904 Patent

220. Plaintiffs incorporate each of the preceding paapgs 1 to 219 as if fully set
forth herein.

221. By submitting ANDA No. 208959 to the FDA to obtapproval under the Food,
Drug, and Cosmetic Act to engage in the commenaiufacture, use, offer for sale, sale,

and/or importation of Actavis’ Generic Product thgbout the United States, including

-35
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Delaware, prior to expiration of the '904 patenttévis committed an act of infringement of the
'904 patent under 35 U.S.C. § 271(e)(2)(A).

222. The 904 patent claimsnter alia, crystalline forms of rifaximin, methods of
treating bacterial activity in the gastrointestitralct of subjects with crystalline forms of
rifaximin and medicinal preparations comprisingstayline forms of rifaximin.

223. Actavis’ manufacture, use, sale, offer for salepguortation into the United
States of Actavis’ Generic Product prior to theiesgon of the 904 patent, including any
applicable exclusivities or extensions, will infyeone or more claims of the ‘904 patent under
35 U.S.C. 8§ 271(a), (b) and/or (c).

224. On information and belief, Actavis’ Generic Produtapproved by the FDA,
will be prescribed and administered to human ptiemreduce the risk of overt hepatic
encephalopathy recurrence and/or to relieve thessagd symptoms of irritable bowel syndrome
with diarrhea in patients, which uses will conggtdirect infringement of claims of the '904
patent.

225. On information and belief, these directly infringinses will occur with Actavis’
specific intent and encouragement, and will be tisasActavis knows or should know will
occur.

226. On information and belief, Actavis will activelypduce, encourage, aid and abet
this prescription and administration, with knowledgnd specific intent that these uses will be in
contravention of Plaintiffs’ rights under the '9p4tent.

227. On information and belief, Actavis knows or sholdlcbw Actavis’ Generic
Product will be especially made or especially addor use in an infringement of the '904

patent, and is not a staple article or commoditgashmerce suitable for substantial non-
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infringing use.

228. On information and belief, Actavis knows or sholiebw that its commercial
manufacture, use, offer for sale, sale, and/or magion of Actavis’ Generic Product prior to
patent expiry will contribute to the direct infrieagnent of one or more claims of the '904 patent.

229. On information and belief, Actavis’ acts will berf@med with knowledge of the
'904 patent and with intent to encourage infringatny@ior to patent expiry.

230. On information and belief, Actavis was aware of ¢éiestence of the '904 patent
and its listing in the Orange Book as demonstraiedctavis’ reference to the '904 patent in the
Actavis Notice Letter.

231. On information and belief, Actavis’ statement of flactual and legal bases for its
opinions regarding non-infringement and invalicbfythe '904 patent is devoid of an objective
good faith basis in either the facts or the lavnisicase is exceptional.

232. Plaintiffs will be substantially and irreparablyrhreed by the infringing activities
described above unless those activities are predlog this Court. Plaintiffs have no adequate

remedy at law.

COUNT XVIII
Infringement of the '017 Patent

233. Plaintiffs incorporate each of the preceding paaphgs 1 to 232 as if fully set
forth herein.

234. By submitting ANDA No. 208959 to the FDA to obtapproval under the Food,
Drug, and Cosmetic Act to engage in the commenaiufacture, use, offer for sale, sale,
and/or importation of Actavis’ Generic Product thghbout the United States, including
Delaware, prior to expiration of the ‘017 patenttdvis committed an act of infringement of the

'017 patent under 35 U.S.C. § 271(e)(2)(A).

-37-
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235. The '017 patent claimsnter alia, methods of treating patients having hepatic
encephalopathy with rifaximin and methods of tregpatients suffering from hepatic
encephalopathy with rifaximin.

236. Actavis’ manufacture, use, sale, offer for salepguortation into the United
States of Actavis’ Generic Product prior to theiesgon of the ‘017 patent, including any
applicable exclusivities or extensions, will infyenone or more claims of the ‘017 patent under
35 U.S.C. 8§ 271(b) and/or (c).

237. On information and belief, Actavis’ Generic Produtapproved by the FDA,
will be prescribed and administered to human ptiemreduce the risk of overt hepatic
encephalopathy recurrence and/or to relieve thessagd symptoms of irritable bowel syndrome
with diarrhea in patients, which uses will congstdirect infringement of claims of the '017
patent.

238. On information and belief, these directly infringinses will occur with Actavis'’
specific intent and encouragement, and will be tisasActavis knows or should know will
occur.

239. On information and belief, Actavis will activelypduce, encourage, aid and abet
this prescription and administration, with knowledgnd specific intent that these uses will be in
contravention of Plaintiffs’ rights under the 'Op@tent.

240. On information and belief, Actavis knows or sholilcbw Actavis’ Generic
Product will be especially made or especially addpor use in an infringement of the ‘017
patent, and is not a staple article or commoditgashmerce suitable for substantial non-
infringing use.

241. On information and belief, Actavis knows or shokiw that its commercial
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manufacture, use, offer for sale, sale, and/or magion of Actavis’ Generic Product prior to
patent expiry will contribute to the direct infriegnent of one or more claims of the '017 patent.

242. On information and belief, Actavis’ acts will berfiemed with knowledge of the
'017 patent and with intent to encourage infringatny@ior to patent expiry.

243. On information and belief, Actavis was aware of ¢éixestence of the '017 patent
and its listing in the Orange Book as demonstraiedctavis’ reference to the '017 patent in the
Actavis Notice Letter.

244, On information and belief, Actavis’ statement of flactual and legal bases for its
opinions regarding non-infringement and invalicbfythe '017 patent is devoid of an objective
good faith basis in either the facts or the lavnisicase is exceptional.

245. Plaintiffs will be substantially and irreparablyrireed by the infringing activities
described above unless those activities are predlog this Court. Plaintiffs have no adequate

remedy at law.

COUNT XIX
Infringement of the '452 Patent

246. Plaintiffs incorporate each of the preceding paaphgs 1 to 245 as if fully set
forth herein.

247. By submitting ANDA No. 208959 to the FDA to obtapproval under the Food,
Drug, and Cosmetic Act to engage in the commensaiufacture, use, offer for sale, sale,
and/or importation of Actavis’ Generic Product thghbout the United States, including
Delaware, prior to expiration of the '452 patenttdvis committed an act of infringement of the
'452 patent under 35 U.S.C. § 271(e)(2)(A).

248. The '452 patent claimsnter alia, crystalline forms of rifaximin and

pharmaceutical compositions comprising crystalforens of rifaximin.

-39
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249. Actavis’ manufacture, use, sale, offer for salepguortation into the United
States of Actavis’ Generic Product prior to theiesgon of the '452 patent, including any
applicable exclusivities or extensions, will infyenone or more claims of the '452 patent under
35U.S.C. § 271(a).

250. On information and belief, Actavis was aware of éiestence of the '452 patent
and its listing in the Orange Book as demonstraiedctavis’ reference to the '452 patent in the
Actavis Notice Letter.

251. On information and belief, Actavis’ statement of flactual and legal bases for its
opinions regarding non-infringement and invalicbfythe '452 patent is devoid of an objective
good faith basis in either the facts or the lavnisicase is exceptional.

252. Plaintiffs will be substantially and irreparablyrireed by the infringing activities
described above unless those activities are predlog this Court. Plaintiffs have no adequate

remedy at law.

COUNT XX
Infringement of the '231 Patent

253. Plaintiffs incorporate each of the preceding paaphgs 1 to 252 as if fully set
forth herein.

254. By submitting ANDA No. 208959 to the FDA to obtapproval under the Food,
Drug, and Cosmetic Act to engage in the commensaiufacture, use, offer for sale, sale,
and/or importation of Actavis’ Generic Product thghbout the United States, including
Delaware, prior to expiration of the '231 patenttdvis committed an act of infringement of the
'231 patent under 35 U.S.C. § 271(e)(2)(A).

255. The '231 patent claimsnter alia, pharmaceutical compositions comprising

crystalline forms of rifaximin.
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256. Actavis’ manufacture, use, sale, offer for salepguortation into the United
States of Actavis’ Generic Product prior to theiesgon of the '231 patent, including any
applicable exclusivities or extensions, will infyenone or more claims of the '231 patent under
35U.S.C. § 271(a).

257. On information and belief, Actavis was aware of éiestence of the '231 patent
and its listing in the Orange Book as demonstraiedctavis’ reference to the '231 patent in the
Actavis Notice Letter.

258. On information and belief, Actavis’ statement of flactual and legal bases for its
opinions regarding non-infringement and invalicbfythe '231 patent is devoid of an objective
good faith basis in either the facts or the lavisTicase is exceptional.

259. Plaintiffs will be substantially and irreparablyrhreed by the infringing activities
described above unless those activities are predlog this Court. Plaintiffs have no adequate

remedy at law.

COUNT XXI
Infringement of the '252 Patent

260. Plaintiffs incorporate each of the preceding paapgs 1 to 259 as if fully set
forth herein.

261. By submitting ANDA No. 208959 to the FDA to obtapproval under the Food,
Drug, and Cosmetic Act to engage in the commensaiufacture, use, offer for sale, sale,
and/or importation of Actavis’ Generic Product thgbout the United States, including
Delaware, prior to expiration of the '252 patenttdvis committed an act of infringement of the
'252 patent under 35 U.S.C. § 271(e)(2)(A).

262. The '252 patent claimsnter alia, methods of reducing the risk of overt hepatic

encephalopathy recurrence in subjects with rifagimi
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263. Actavis’ manufacture, use, sale, offer for salepguortation into the United
States of Actavis’ Generic Product prior to theiesgon of the '252 patent, including any
applicable exclusivities or extensions, will infyenone or more claims of the '252 patent under
35 U.S.C. 8§ 271(b) and/or (c).

264. On information and belief, Actavis’ Generic Produtapproved by the FDA,
will be prescribed and administered to human ptiemreduce the risk of overt hepatic
encephalopathy recurrence and/or to relieve thessagd symptoms of irritable bowel syndrome
with diarrhea in patients, which uses will congstdirect infringement of claims of the '252
patent.

265. On information and belief, these directly infringinses will occur with Actavis'’
specific intent and encouragement, and will be tisasActavis knows or should know will
occur.

266. On information and belief, Actavis will activelypduce, encourage, aid and abet
this prescription and administration, with knowledgnd specific intent that these uses will be in
contravention of Plaintiffs’ rights under the '2patent.

267. On information and belief, Actavis knows or sholdlcbw Actavis’ Generic
Product will be especially made or especially addpor use in an infringement of the '252
patent, and is not a staple article or commoditgashmerce suitable for substantial non-
infringing use.

268. On information and belief, Actavis knows or sholiebw that its commercial
manufacture, use, offer for sale, sale, and/or magion of Actavis’ Generic Product prior to
patent expiry will contribute to the direct infriegnent of one or more claims of the 252 patent.

269. On information and belief, Actavis’ acts will berfiemed with knowledge of the

42
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'252 patent and with intent to encourage infringatny@ior to patent expiry.

270. On information and belief, Actavis was aware of éiestence of the '252 patent
and its listing in the Orange Book as demonstraiedctavis’ reference to the '252 patent in the
Actavis Notice Letter.

271. On information and belief, Actavis’ statement of flactual and legal bases for its
opinions regarding non-infringement and invalicbfythe '252 patent is devoid of an objective
good faith basis in either the facts or the lavnisicase is exceptional.

272. Plaintiffs will be substantially and irreparablyrhreed by the infringing activities
described above unless those activities are predlog this Court. Plaintiffs have no adequate

remedy at law.

COUNT XXII
Infringement of the "398 Patent

273. Plaintiffs incorporate each of the preceding paapgs 1 to 272 as if fully set
forth herein.

274. By submitting ANDA No. 208959 to the FDA to obtapproval under the Food,
Drug, and Cosmetic Act to engage in the commensaiufacture, use, offer for sale, sale,
and/or importation of Actavis’ Generic Product thgbout the United States, including
Delaware, prior to expiration of the '398 patenttdvis committed an act of infringement of the
'398 patent under 35 U.S.C. § 271(e)(2)(A).

275. The '398 patent claimsnter alia, methods of decreasing the risk of a hepatic
encephalopathy breakthrough episode with rifaximin.

276. Actavis’ manufacture, use, sale, offer for salengportation into the United
States of Actavis’ Generic Product prior to theieagon of the "398 patent, including any

applicable exclusivities or extensions, will infyimone or more claims of the 398 patent under
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35 U.S.C. 8§ 271(b) and/or (c).

277. On information and belief, Actavis’ Generic Produtapproved by the FDA,
will be prescribed and administered to human ptgiemreduce the risk of overt hepatic
encephalopathy recurrence and/or to relieve thessagd symptoms of irritable bowel syndrome
with diarrhea in patients, which uses will congstdirect infringement of claims of the '398
patent.

278. On information and belief, these directly infringinses will occur with Actavis’
specific intent and encouragement, and will be tisasActavis knows or should know will
occur.

279. On information and belief, Actavis will activelypduce, encourage, aid and abet
this prescription and administration, with knowledgnd specific intent that these uses will be in
contravention of Plaintiffs’ rights under the '3p8tent.

280. On information and belief, Actavis knows or sholilcbw Actavis’ Generic
Product will be especially made or especially addpor use in an infringement of the '398
patent, and is not a staple article or commoditgashmerce suitable for substantial non-
infringing use.

281. On information and belief, Actavis knows or sholiebw that its commercial
manufacture, use, offer for sale, sale, and/or magion of Actavis’ Generic Product prior to
patent expiry will contribute to the direct infriegnent of one or more claims of the '398 patent.

282. On information and belief, Actavis’ acts will berfiemed with knowledge of the
'398 patent and with intent to encourage infringatny@ior to patent expiry.

283. On information and belief, Actavis was aware of éiestence of the 398 patent

and its listing in the Orange Book as demonstraiedctavis’ reference to the '398 patent in the
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Actavis Notice Letter.

284. On information and belief, Actavis’ statement of flactual and legal bases for its
opinions regarding non-infringement of the '398quatis devoid of an objective good faith basis
in either the facts or the law. This case is ekoegl.

285. Plaintiffs will be substantially and irreparablyrh@ed by the infringing activities
described above unless those activities are predlog this Court. Plaintiffs have no adequate

remedy at law.

COUNT XXIII
Infringement of the '968 Patent

286. Plaintiffs incorporate each of the preceding paaphgs 1 to 285 as if fully set
forth herein.

287. By submitting ANDA No. 208959 to the FDA to obtapproval under the Food,
Drug, and Cosmetic Act to engage in the commensaiufacture, use, offer for sale, sale,
and/or importation of Actavis’ Generic Product thgbout the United States, including
Delaware, prior to expiration of the '968 patenttdvis committed an act of infringement of the
'968 patent under 35 U.S.C. § 271(e)(2)(A).

288. The '968 patent claimsnter alia, pharmaceutical compositions comprising
crystalline forms of rifaximin.

289. Actavis’ manufacture, use, sale, offer for salengportation into the United
States of Actavis’ Generic Product prior to theieagon of the 968 patent, including any
applicable exclusivities or extensions, will infyimone or more claims of the '968 patent under
35 U.S.C. § 271(a).

290. The '968 patent issued after the Actavis Noticddretvas sent.

291. The '968 patent was listed in the Orange Book oabmut June 10, 2016.

-45
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292. The Actavis Notice Letter does not allege non-imjament of claims 7-9 of the
196 patent, claims 12-14 and 17-19 of the '94%®pgtor claims 1-7 and 19-35 of the '904
patent. By not identifying non-infringement defea®f claims 7-9 of the '196 patent, claims
12-14 and 17-19 of the '949 patent, or claims Iad #9-35 of the '904 patent in the Actavis
Notice Letter, Actavis admits Actavis’ Generic Puotimeets all limitations of those claims.

293. On information and belief, because of Actavis’ askrons concerning the
limitations of claims 7-9 of the 196 patent, clarh2-14 and 17-19 of the '949 patent, and
claims 1-7 and 19-35 of the '904 patent, Actavigh@ric Product meets all limitations of the
claims of the 968 patent. For example:

a. Claim 1 of the '968 patent reads as follows: Anph@ceutical composition
comprising a therapeutically effective amount &ximin together with
excipients, wherein the rifaximin has a X-ray powddfraction pattern peaks
at about 5.7°+£0.2, 6.7°+0.2 and 8.0°%0.2.

b. Claim 7 of the 196 patent reads as follows: Aigpharmaceutical
composition comprising a therapeutically effectreount of rifaximing,
rifaximin g, or a combination thereof, and a pharmaceuticdbeptable
excipient, together disposed in a formulation fal @dministration, wherein
the rifaximind has X-ray powder diffraction pattern peaks at atsor°+0.2,
10.8°+0.2, 12.1°+0.2, and 17.0°+0.202and wherein the rifaximia has X-
ray powder diffraction pattern peaks at about 8322+12.4°+0.2, and
16.3°+0.2 26.

c. Claim 12 of the '949 patent reads as follows: Adspharmaceutical

composition comprising a therapeutically effect@reount of rifaximind and
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a pharmaceutically acceptable excipient, togetigroded in a formulation
for oral administration, wherein the rifaximin potprphic formé has x-ray
powder diffraction pattern peaks at about 5.7°£021°+0.2, and 17.0°£0.2
2-0.

d. Claim 5 of the '904 patent reads as follows: Tifexmmin in polymorphic
form & of claim 1, wherein the polymorph has x-ray powdiffraction pattern
peaks at about 5.7°+0.2, 6.7°+0.2, 7.1°+£0.2, 8.®@#8.7°+0.2, 10.4°+0.2,
11.3°+0.2, 12.1°+0.2, 17.0°+0.2, 17.3°+0.2, 17.52:08.5°+0.2, 18.8°+0.2,
19.1°4£0.2, 21.0°+0.2 and 21.5°+0.22-

294. On information and belief, Actavis was aware of ‘@&8 patent prior to the filing
date of the First Amended Complaint.

295. On information and belief, Actavis’ statement of flactual and legal bases for its
opinions regarding non-infringement of the '968guatset forth in the Second Actavis Notice
Letter is devoid of an objective good faith basigither the facts or the law. This case is
exceptional.

296. Plaintiffs will be substantially and irreparablyrhreed by the infringing activities
described above unless those activities are predlog this Court. Plaintiffs have no adequate
remedy at law.

COUNT XXIV
Infringement of the '195 Patent

297. Plaintiffs incorporate each of the preceding paaphgs 1 to 296 as if fully set
forth herein.
298. By submitting ANDA No. 208959 to the FDA to obtapproval under the Food,

Drug, and Cosmetic Act to engage in the commensaiufacture, use, offer for sale, sale,

A7



Case 1:16-cv-00188-GMS Document 51 Filed 12/12/16 Page 48 of 52 PagelD #: 2665

and/or importation of Actavis’ Generic Product thgbout the United States, including
Delaware, prior to expiration of the '195 patenttdvis committed an act of infringement of the
195 patent under 35 U.S.C. § 271(e)(2)(A).

299. The '195 patent claimsnter alia, methods of reducing the risk of hepatic
encephalopathy recurrence with rifaximin.

300. Actavis’ manufacture, use, sale, offer for salepguortation into the United
States of Actavis’ Generic Product prior to theiesgon of the '195 patent, including any
applicable exclusivities or extensions, will infyenone or more claims of the '195 patent under
35 U.S.C. 8§ 271(b) and/or (c).

301. The '195 patent issued after the Actavis Noticedrednd Second Actavis Notice
Letter were sent.

302. The '195 patent was listed in the Orange Book oabmut October 2016.

303. On information and belief, Actavis’ Generic Produtapproved by the FDA,
will be prescribed and administered to human ptiemreduce the risk of overt hepatic
encephalopathy recurrence and/or to relieve thessagd symptoms of irritable bowel syndrome
with diarrhea in patients, which uses will congstdirect infringement of claims of the '195
patent.

304. On information and belief, these directly infringinses will occur with Actavis’
specific intent and encouragement, and will be tisasActavis knows or should know will
occur.

305. On information and belief, Actavis will activelynduce, encourage, aid and abet
this prescription and administration, with knowledgnd specific intent that these uses will be in

contravention of Plaintiffs’ rights under the '1p&tent.
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306. On information and belief, Actavis knows or shollcbw Actavis’ Generic
Product will be especially made or especially addor use in an infringement of the 195
patent, and is not a staple article or commoditgashmerce suitable for substantial non-
infringing use.

307. On information and belief, Actavis knows or sholiebw that its commercial
manufacture, use, offer for sale, sale, and/or magion of Actavis’ Generic Product prior to
patent expiry will contribute to the direct infriegnent of one or more claims of the '195 patent.

308. On information and belief, Actavis’ acts will berf@med with knowledge of the
195 patent and with intent to encourage infringatny@ior to patent expiry.

309. On information and belief, Actavis was aware of ¢éestence of the '195 patent
and its listing in the Orange Book as demonstraiedctavis’ reference to the '195 patent in the
Third Actavis Notice Letter.

310. On information and belief, Actavis’ statement of flactual and legal bases for its
opinions regarding non-infringement of the '195guatset forth in the Third Actavis Notice
Letter is devoid of an objective good faith basigither the facts or the law. This case is
exceptional.

311. Plaintiffs will be substantially and irreparablyrireed by the infringing activities
described above unless those activities are predlog this Court. Plaintiffs have no adequate

remedy at law.

PRAYER FOR RELIEF

WHEREFORE, Plaintiffs respectfully request thedaling relief:

A. A judgment that Actavis has infringed one or mdegngs of United States Patent

Nos. 6,861,053; 7,045,620, 7,452,857, 7,605,241 2,199, 7,718,608; 7,902,206; 7,906,542;
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7,915,275; 7,935,799; 8,158,644, 8,158,781; 8,1988,8,309,569; 8,518,949; 8,642,573;
8,741,904, 8,829,017, 8,835,452; 8,853,231, 8,%18,3,969,398; 9,271,968 and 9,421,195 by
submitting ANDA No. 208959 seeking FDA approval foe commercial manufacture, use,
offer for sale, sale, and/or importation of Actawneric Product before the expiration of the
Xifaxan® patents under 35 U.S.C. § 271(e)(2)(A);

B. A judgment that Actavis’ commercial manufactureg,usffer for sale, sale in,
and/or importation into the United States of AcsaGeneric Product will infringe one or more
claims of United States Patent Nos. 6,861,053;5/620; 7,452,857; 7,605,240; 7,612,199;
7,718,608; 7,902,206; 7,906,542; 7,915,275; 7,%9%5,8,158,644; 8,158,781; 8,193,196;
8,309,569; 8,518,949; 8,642,573; 8,741,904, 8,829,8,835,452; 8,853,231, 8,946,252;
8,969,398; 9,271,968 and 9,421,195 under 35 U&8Q@71(a), (b), (c) and/or (g);

C. A judgment that United States Patent Nos. 6,861,08815,620; 7,452,857;
7,605,240; 7,612,199; 7,718,608; 7,902,206; 7,908,8,915,275; 7,935,799; 8,158,644;
8,158,781, 8,193,196; 8,309,569; 8,518,949; 8,642,8,741,904; 8,829,017, 8,835,452;
8,853,231, 8,946,252; 8,969,398, 9,271,968 and19]45 remain valid and enforceable;

D. A permanent injunction under 35 U.S.C. 88 271(€B¥and/or 283 restraining
and enjoining Actavis, its officers, agents, setsaand employees, and those persons in active
concert or participation with any of them, from agmg in the commercial manufacture, use,
offer for sale, sale in, and/or importation inte tnited States of Actavis’ Generic Product prior
to the expiration date of United States Patent B@61,053; 7,045,620; 7,452,857; 7,605,240;
7,612,199; 7,718,608; 7,902,206; 7,906,542; 7,9E5,2,935,799; 8,158,644; 8,158,781,
8,193,196; 8,309,569; 8,518,949; 8,642,573, 8,101,8,829,017; 8,835,452; 8,853,231;

8,946,252; 8,969,398; 9,271,968 and 9,421,195ysna of any extensions;
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E. An order under 35 U.S.C. § 271(e)(4)(A) that tHeatfve date of any FDA
approval of ANDA No. 208959 under Section 505(}ié Federal Food, Drug and Cosmetic
Act (21 U.S.C. § 355(j)) shall be a date that isewrlier than the expiration date of United
States Patent Nos. 6,861,053; 7,045,620; 7,45286@5,240; 7,612,199; 7,718,608; 7,902,206;
7,906,542; 7,915,275; 7,935,799; 8,158,644 8,188,8,193,196; 8,309,569; 8,518,949;
8,642,573; 8,741,904; 8,829,017; 8,835,452; 8,883,8,946,252; 8,969,398; 9,271,968 and
9,421,195, inclusive of any extensions;

F. A declaration that this case is “exceptional” ungeiJ.S.C. § 285 and an award
of attorneys’ fees;

G. Costs and expenses in this action; and

H. Such other and further relief as the Court may dgestnand proper.

Dated: December 12, 2016 Respectfully Submitted,

/sl Mary W. Bourke
Mary W. Bourke (#2356)

OF COUNSEL Dana K. Severance (#4869)
Daniel M. Attaway (#5130)
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CERTIFICATE OF SERVICE

| hereby certify that on the T2lay of December, 2016 | caused the foregoing to be

electronically filed with the Clerk of the Courting CM/ECF which will send electronic

notification of such filing to all registered paipants.

Additionally, | hereby certify that true and casteopies of the foregoing were caused to

be served on the following counsel of record vecgbnic mail:

Elizabeth J. Holland

Robert V. Cerwinski

Brian J. Robinson

Linnea P. Cipriano

Tiffany Mahmood

Alexandra D. Valenti

GOODWIN PROCTERLLP

The New York Times Building
620 Eight Avenue

New York, NY 10018

(212) 813-8800
eholland@goodwinprocter.com
rcerwinski@goodwinprocter.com
brobinson@goodwinprocter.com
Icipriano@goodwinlaw.com
tmahmood@goodwinlaw.com
avalenti@goodwinlaw.com

Joshua Weinger

J. Anthony Downs

Srikanth K. Reddy

GOODWIN PROCTERLLP

53 State Street

Boston, MA 02109

(617) 570-1000
jweinger@goodwinlaw.com
jdowns@goodwinprocter.com
sreddy@goodwinprocter.com

John C. Phillips, Jr.

David A. Bilson

PHILLIPS, GOLDMAN, MCLAUGHLIN & HALL, P.A.
1200 N. Broom Street

Wilmington, DE 19806

(302) 655-4200

jcp@pgmhlaw.com

dab@pgmhlaw.com
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