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IN THE UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OFDELAWARE 

COSl\在o TBCHNOLOGIBS LINIITBD, 
VALBANTPHA去MACBUTICALS

INTBRNATI0NAL, and VAL丑ANT
PHARMACBUTICALS LUXBIv.1BOURG 
sλR.L.量

Plainti酶，

飞v.

ACTA VIS LABORATORIBS FL, INC., 

Defendant. 

COSMO TBCHNOLOGIES L队tfITBD，
VALEANTPHA去且在ACBUTICALS

INTBRNATIONAL, and VALBA到T
PHARMAC主UTICALS LUXEMBOURG 
sλ孔L量

Plain'往能F

飞v.

ALVOG自P时E BROOK, LLC, 

Defendant. 

REDACTED PUBLIC VERSION 

C.A. No. 15-164-LPS 

C.A. No. 15唰193-LPS

Jack B. Blumenfeld, M旧yellen Noreika, MORRIS，边ICHOLS， ARSHT & TUNNELL L曰，
Wi1mington, DB 

David.M. Conc缸， Melar出乱 Rupert， and Nicholas A. T泸在oczko， P AUL HASTINGS LLP, New 
York, NY 

Gary Frischling and Yite John Lu, IRELL & MANELLA LLP, Los A吨eles， CA 

Attomeys for Plainti岱.
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John C. Phi1lips, Jr. and Dæ村d A. Bi1son, PHILLIPS GOLDMAN MCLAUGHLIN & HALL, 
P 儿， Wi1mington, DE 

Elizabeth J. Hol1and and Naomi L. Birbach, GOODWIN PROCTER LLP, New York, NY 

John T. Bennett, Samuel E. Sher巧， and Todd Mærabel1a, GOODW时 PROCTER LLP, Boston, 
MA 

Attomeys for Defendant Actavis Laboratories FL, Inc. 

Kæren E. Kel1er, J ef丘ey T. Castellano, and David M. F厅， SHA W KELLER LLP, Wi1mington, 
DE 

Matthew J. Becker imd Jason T. Murata, AXINN, VELTROP & HARKRIDER LLP, Hærtford, 
CT 

Delphine W. Knight Brown, AXll恼， VELTROP & HARKRIDER LLP, New York, NY 

Brett G缸rison， AX卧oIN， VELTROP &HARKRIDERLLP, Washington, DC 

Attomeys for Defendant Alvogen Pine Brook, LLC. 

MEMORANDUM OPINION 

October 27, 2017 
Wi1mington, Delawære 
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Cosmo Technologies Limited, ValemtPhannacmticals InteEZlationa1, aIldValeant 

Pharmaceuticals Luxembourg S.àr.L (collectively, "Plainti即') brought this patent infringement 

action under the Hatch附Waxman Act, 21 U.S.C. ~ 355(j), against DefendantsActavis 

Laboratories FL; Inc. ("Actavis") and Alvogen Pine Brook, LLC ("Alvogen勺， which eacli 

submitted an Abbreviated New Drug Application ("ANDA") to market a generic versiori of 

Uωris⑧， which are ora1 tablets containing 9 mg ofbudesonide for 仕ea恤lent of mild to moderate 

ulcerative colitis. (C.A. No. 15国 164-LPS D.1. 118 at 咱 23; C.A. No. 15.193-LPS D.1. 116 at 

们的1 Plainti他 assert Orange Book-listed U.S. Patent No. 8,784,888 .2 Specifica1ly, Plainti能

ass町t claim 9 against Actavis and claim 6 against Alvogen. (0.1. 221 , 223) As relevant here, the 

'888 p创ent genera1ly claims budesonide tablets having a macroscopically homogeÌlous 

∞mposition. 

The Court held a claim construction hearing oÌl July 11, 2016 to construe disputed claim 

terms and issued a claim construction opinion and order on September 7, 2016. (0.1. 183, 184) 

In May 2017，也e Court held a bench 创a1. (See D.1. 241 , 243 ("Tr.")) At the close of 

P肌la划础ain讪n削nti性圳tif岱丑B旨s' cωas岱巳萨e-i也i

Federa1 Ru叫』址l巳 ofCαi忖ivi叽i证1 Procedure 52(φωc吩). The Court grant巳d Defendants' motions 企om the bench. 

1All references to the Docket Index 缸eto C.A. No. 15-164, unless otherwisenoted. 

2In也eir second amended complaint, Plainti岱a1so asserted U.S. Patent Nos. 7,410,651; 
8 ，293，273; 阳 43万9; and 9,320,716 againstActavis (D.1. 118 at 们) and U.S. Patent Nos. 
7,410,651; RE 43,799; and 9,320,716 against Alvogen (C .A. No. 15-193 D.1. 118 at 咱匀， but 
吐ley narrowed 也e ass回ed patents and claims before tria1. (See D.1. 221) At trial, Plainti岱a1so
asse此巳:d claim 3 ofthe '273 patent against Actavis. After tria1, Plaintiffs dropped their 
allegatjons ofinfringement ofthe '273 patent. (See D.I. 230 Ex. 1) 
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(See Tr. at 332) The C.ourt subsequently a1I.ow巳:d the parties t.o submit briefs t.o assist the C.ourt 

in issuing written findings .offact and c.onclusi.ons .oflaw (D.I. 232; 234), and the p'arties a1s.o 

submitted a j .oint Statement .ofUnc.ontested Facts ("SUF") (D.I. 233). 

Pursuant t .o Rule 52(吟， after having c.onsidered 也een甘rerec.ord in 也is case and the 

applicable law, and c.onsistent with the C.ourt's ruling after the cl.ose .ofPlainti邸， case, the C.ourt 

c.oncludes that Plainti岱 have failed t.o pr.ove by a prep.onderance .of the evidence that (1) Actavis 

in企i，nges claim 9 .ofthe '888 patent and (2) Alv.ogen infringes c1aim 6 .oftl窟 '888 patent. 

FINDINGS OF FACT 

ηIÌs secti.on ∞ntains出 C.ourt's findings .offact ("FF") .on disputes raised by the partiω 

during 甘ial， as well as facts t.o 'which the parties have stipulated. Certain 岛ldings .of fact 町eals.o

provided in c.onnωti.on with the C.ourt's c.onclusi.ons .oflaw. 

1. The Parties 

1. . Plaintiff C.osm.o τechn.ol.ogies Limited ("C.osm.o") is an lrish c.orp.orati.on, havirig 

its prin巳ipal place .ofbusiness at Riverside II, Sir J.ohn R.ogers.on's Quay, Dublin 2, Ireland. (SUF 

咱 1)

2; PlaintiffVale明t Pharmaceuticals Intemati.onal 问PI") is a c.orp.orati.on .organized 

and existing under the laws .ofthe State .ofDelaware, having a principal place .ofbusiness at 400 

S.omerset C.orp.orate Blvd., Bridgewater, New Jersey 08807. (σSUF 咱 2)

3. Plaintifì贸fValeant Pha且rmac臼eu旧叫It创ticωals Luxemb.ou町.rrg S.à r.1. ("Valeant S.à r.l.'乃，

Lux阻X巳mb.o∞>ur鸣gc∞or甲p.o町rati甘.on民1， having a princ比ci协P且alp抖lace .ofbus囚sine田ss a创t 1η3 町 15 Avenue de la Lib刷品，

L-1931 Luxemb.ourg, Grand Duchy .of Luxemb.ourg. Valeant S.à r.l. is a wh.olly-.owned 

subsidiary .ofVPI. (SUF 咱 3)
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4. Defendant Actavis Laboratories FL, Inc. ("Actavis") is a corporation organized 

and existing under the laws of the State of Florida, having a pla∞ ofbusiness at 400 Interpace 

Parkway, Parsippany, New Jersey 07054. (SUF 咱 4)

5. Defendant Alvogen Pine Brook, LLC ("Alvogen") is a limited liabili1y company 

organized and existing under the laws of the State of Delaware, having à. principal place of 

businωs at 10 Bloomfield Av巳:nue， Pine Brook, New Jersey 07058. (SUF 咱 5)

11. Uceris⑧ 

6. VPI holds New Drug Application ("NDA'丁 No. 203634 for oral tablets containing 

9 mg of the active ingredientbudesoni巾， which are sold in the United States under the brand 

name Uceris@, (SUF 节的

7. Uceris@ is indicatedfor the induction ofremission in patients with active, mild to 

moderate u1cerative ∞litis. (SUF 咱 7)

8. Uc町is⑧ was launched on February 14, 2013 by Santarus, Inc. (SUF 咱 8)

111. Defendants' ANDAs 

9. Actavis submitted ANDA No. 205457 to 也巳 FDA under ~ 505(j) ofthe Federal 

Food, Drug, and Cosme位c Act (21 U.S.C. ~ 355(j)) seeking FDA approval to engage in the 

commercial manufactnre, use, sale, or offer for sale of extended release tablets containing 9 mg 

ofbudesonide ("Actavis ANDA product") prior to the expitation ofthe patentscin-suit. The 

Actavis ANDA product is a pharniaceutical composition for oral administration. Actavis' 

ANDA describes amanufacturing process for the production ofthe Actavis ANDA product. 

(SUF 啊 21-23)

10. Alvogen submitted ANDA No. 205556 to the FDA under 21 U.S.C. ~ 355(j) 
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