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UNITED STATES DISTRICT COURT  
DISTRICT OF NEW JERSEY 

 
CELGENE CORPORATION, NOVARTIS 
PHARMACEUTICALS CORPORATION 
and NOVARTIS PHARMA AG, 

Plaintiffs, 

v. 

SUN PHARMACEUTICAL 
INDUSTRIES, INC., 

Defendant. 

) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 

 
 
Civil Action No.________ 
 
 
COMPLAINT FOR PATENT 
INFRINGEMENT 
 
 
(Filed Electronically) 
 

 
 Plaintiffs Celgene Corporation (“Celgene”), Novartis Pharmaceuticals Corporation 

and Novartis AG (together, “Novartis”) (collectively, “Plaintiffs”), by their attorneys, for their 

Complaint against defendant SUN Pharmaceutical Industries, Inc. (“SUN”), allege as follows: 

NATURE OF THE ACTION 
 

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

States, 35 U.S.C. § 271(e)(2).  The act of infringement is SUN’s filing of Abbreviated New Drug 

Application No. 20-1231 (the “ANDA”) with the United States Food and Drug Administration 

(“FDA”), by which SUN seeks approval to market a generic version of Novartis’ FOCALIN® 
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drug products prior to the expiration of certain United States patents owned by Celgene and 

exclusively licensed to Novartis. 

THE PARTIES 

2. Celgene is a corporation organized under the laws of the State of Delaware, having 

its principal place of business at 86 Morris Avenue, Summit, New Jersey 07901. 

3. Novartis Pharmaceuticals Corporation is a corporation organized under the laws of 

the State of Delaware, having its principal place of business at One Health Plaza, East Hanover, 

New Jersey 07936. 

4. Novartis Pharma AG is a corporation organized under the laws of Switzerland, 

having its principal place of business at Lichtstrasse 35, CH-4056 Basel, Switzerland. 

5. SUN is a corporation organized under the laws of the State of Michigan; has a 

place of business at 270 Prospect Plains Road, Cranbury, New Jersey 08512; owns a facility at 6 

Hollywood Court, South Plainfield, New Jersey 07080; and owns a manufacturing facility located 

at 1 Able Drive, Cranbury, NJ 08512. 

JURISDICTION AND VENUE 

6. This Court has jurisdiction over the subject matter of this action pursuant to 28 

U.S.C. §§ 1331 and 1338(a). 

7. This Court has personal jurisdiction over SUN by virtue of SUN’s continuous and 

systematic contacts with New Jersey; its having availed itself of the rights and benefits of New 

Jersey law; its consent to being sued in New Jersey as evidenced by its registration to do business 

in New Jersey and its appointment of a registered agent in New Jersey; its regular and established 

place of business at 270 Prospect Plains Rd., Cranbury, NJ 08512; and its past practice of 

consenting to personal jurisdiction in this Court in other litigation matters.  For example, Sun 
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consented to jurisdiction in Astrazeneca AB, et al. v. Sun Pharma Global FZE, et al., Civil Action 

No. 10-1017 (JAP) and Sepracor Inc. v. Teva Pharmaceuticals USA, Inc., et al., Civil Action No. 

09-1302 (DMC). 

8. Venue is proper in this judicial district pursuant to 28 U.S.C. § 1391 and § 1400(b). 

FACTUAL BACKGROUND 
 

9. United States Patent No. 5,908,850 (“the ’850 patent”), entitled “Method of 

Treating Attention Deficit Disorders With D-Threo Methylphenidate,” was duly and legally issued 

to Celgene on June 1, 1999, by the United States Patent and Trademark Office (“PTO”).  A copy 

of the ’850 patent is attached hereto as Exhibit A. The ’850 patent claims are directed to methods 

of using dexmethylphenidate hydrochloride to treat Attention Deficit Disorder and Attention 

Deficit Hyperactivity Disorder. 

10. United States Patent No. 6,355,656 (“the ’656 patent”), entitled “Phenidate Drug 

Formulations Having Diminished Abuse Potential,” was duly and legally issued to Celgene on 

March 12, 2002 by the PTO.  An Ex Parte Reexamination Certificate, which amended certain 

claims of the ’656 patent and added new claims, issued on March 27, 2007, by the PTO.  The 

claims of the ’656 patent are directed to, e.g., pharmaceutical dosage forms containing 

dexmethylphenidate hydrochloride.  Copies of the ’656 patent and the Ex Parte Reexamination 

Certificate for the ’656 patent are attached hereto as Exhibit B. 

11. United States Patent No. 6,528,530 (“the ’530 patent”), entitled “Phenidate Drug 

Formulations Having Diminished Abuse Potential,” was duly and legally issued to Celgene on 

March 4, 2003, by the PTO.  The claims of the ’530 patent are directed to, e.g., pharmaceutical 

unit dosages that include pharmaceutical compositions of dexmethylphenidate hydrochloride.  A 

copy of the ’530 patent is attached hereto as Exhibit C. 
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12. Novartis Pharmaceuticals Corporation holds an approved New Drug Application 

for tablets utilizing as their active pharmaceutical ingredient the hydrochloride salt of d-threo 

methylphenidate, also known as dexmethylphenidate hydrochloride, which it sells as a 

commercial product under the trade name FOCALIN® in 2.5 mg, 5 mg, and 10 mg dosage 

strengths.  FOCALIN® products are indicated for use in the treatment of Attention Deficit 

Hyperactivity Disorder. 

13. The ’850, ’656, and ’530 patents are listed in the FDA’s publication “Approved 

Drug Products with Therapeutic Equivalence Evaluations,” also known as the “Orange Book,” in 

conjunction with Novartis’ FOCALIN® products.  These patents cover the FOCALIN® products 

and the use of those products in the treatment of Attention Deficit Hyperactivity Disorder. 

14. Celgene is the owner by assignment of all right, title, and interest in the ’850, ’656, 

and ’530 patents. Celgene has granted to Novartis Pharma AG an exclusive license under the 

’850,’656, and ’530 patents in certain fields of use. 

ACTS GIVING RISE TO THIS ACTION 
 

15. Plaintiffs received a letter from SUN dated May 24, 2010, notifying them that SUN 

had filed the ANDA with the FDA, seeking approval to market generic dexmethylphenidate 

hydrochloride tablets in 2.5 mg, 5 mg, and 10 mg dosage strengths prior to the expiration of the 

’850, ’656, and ’530 patents.  SUN included in the ANDA a certification pursuant to 21 U.S.C. 

§ 355(j)(2)(A)(vii)(IV) (“Paragraph IV Certification”) that, in SUN’s opinion, all claims of the 

’850,’656, and ’530 patents are invalid, unenforceable, or both. 

16. Plaintiffs sought access to the ANDA prior to filing this lawsuit, but SUN would 

not agree to provide it on reasonable terms. 
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17. On information and belief, SUN’s ANDA contains information showing that its 

proposed generic dexmethylphenidate hydrochloride tablets (a) are bioequivalent to the patented 

FOCALIN® products, (b) have the same active ingredient as the patented FOCALIN® products, 

(c) have the same route of administration and strength as the patented FOCALIN® products, and 

(d) have the same, or substantially the same, dosage form and the same indication and usage as the 

patented FOCALIN® products. 

18. In addition, SUN attached to its May 24, 2010 letter a purportedly “Detailed 

Statement of Factual and Legal Bases” for its Paragraph IV Certification regarding the ’850, ’656, 

and ’530 patents. See 21 U.S.C. § 335(j)(2)(B)(iv); see also 21 C.F.R. §§ 314.95(c)(6)(i)-(ii).  

With respect to infringement, SUN does not deny that its proposed generic product as described in 

the ANDA will, if allowed on the market, infringe the claims of the ’850 and ’530 patents.  SUN 

does present a non-infringement argument relating to the ’656 patent, but only as to 5 of the 

patent’s 40 claims.  Applicable regulations require an ANDA applicant to set forth in its 

Paragraph IV Certification notice “a detailed statement of the factual and legal basis of the 

applicant’s opinion that the patent is not valid, unenforceable, or will not be infringed.”  21 C.F.R. 

§ 314.95(c)(6).  If the applicant contends that the patent will not be infringed by its proposed 

generic product, its notice must include “[f]or each claim of a patent alleged not to be infringed, a 

full and detailed explanation of why the claim is not infringed.”  21 C.F.R. § 314.95(c)(6)(i).  In 

light of these clear legal requirements, SUN’s failure to contest infringement of the ’850 and ’530 

patents, and all but 5 claims of the ’656 patent, should be deemed an admission that its proposed 

generic product is, in fact, infringing. 
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COUNT I: INFRINGEMENT OF THE ’850 PATENT 
 

19. Plaintiffs repeat and reallege the allegations of paragraphs 1-18 as though fully set 

forth herein. 

20. SUN’s submission of its ANDA to obtain approval to engage in the commercial 

manufacture and sale of dexmethylphenidate hydrochloride tablets for use in treatment of 

Attention Deficit Hyperactivity Disorder, prior to the expiration of the ’850 patent, constitutes 

infringement of one or more of the claims of that patent under 35 U.S.C. § 271(e)(2). 

21. Unless enjoined by this Court, SUN, upon FDA approval of SUN’s ANDA, will 

infringe the ’850 patent under 35 U.S.C. § 271 by making, using, offering to sell, importing, or 

selling dexmethylphenidate hydrochloride tablets in the United States for use in treatment of 

Attention Deficit Hyperactivity Disorder. 

22. Plaintiffs will be substantially and irreparably damaged and harmed if SUN’s 

infringement is not enjoined.  Plaintiffs do not have an adequate remedy at law. 

COUNT II: INFRINGEMENT OF THE ’656 PATENT 

23. Plaintiffs repeat and reallege the allegations of paragraphs 1-18 as though fully set 

forth herein. 

24. SUN’s submission of its ANDA to obtain approval to engage in the commercial 

manufacture, use and sale of dexmethylphenidate hydrochloride tablets, prior to the expiration of 

the ’656 patent, constitutes infringement of one or more of the claims of that patent under 35 

U.S.C. § 271(e)(2). 

25. Unless enjoined by this Court, SUN, upon FDA approval of SUN’s ANDA, will 

infringe the ’656 patent under 35 U.S.C. § 271 by making, using, offering to sell, importing, or 

selling dexmethylphenidate hydrochloride tablets in the United States. 
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26. Plaintiffs will be substantially and irreparably damaged and harmed if SUN’s 

infringement is not enjoined.  Plaintiffs do not have an adequate remedy at law. 

COUNT III: INFRINGEMENT OF THE ‘530 PATENT 

27. Plaintiffs repeat and reallege the allegations of paragraphs 1-18 as though fully set 

forth herein. 

28. SUN’s submission of its ANDA to obtain approval to engage in the commercial 

manufacture, use and sale of dexmethylphenidate hydrochloride tablets, prior to the expiration of 

the ’530 patent, constitutes infringement of one or more of the claims of that patent under 35 

U.S.C. § 271(e)(2). 

29. Unless enjoined by this Court, SUN, upon FDA approval of SUN’s ANDA, will 

infringe the ’530 patent under 35 U.S.C. § 271 by making, using, offering to sell, importing, or 

selling dexmethylphenidate hydrochloride tablets in the United States. 

30. Plaintiffs will be substantially and irreparably damaged and harmed if SUN’s 

infringement is not enjoined.  Plaintiffs do not have an adequate remedy at law. 

PRAYER FOR RELIEF 
 

WHEREFORE, plaintiffs pray for the following relief: 

 (a) a Judgment declaring that the ’850 patent, the ’656 patent, and the ’530 patent 

remain valid and enforceable and are infringed under 35 U.S.C. § 271(e)(2) by the filing of 

ANDA No. 20-1231; 

 (b) an Order declaring that the effective date of any FDA approval of ANDA No. 20-

1231 shall be no earlier than the expiration date of Celgene’s ’850 patent, ’656 patent, and ’530 

patent, and any additional periods of exclusivity, in accordance with 35 U.S.C. § 271(e)(4)(A); 
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 (c) an injunction prohibiting SUN and any of its affiliates, or those working in 

concert with it, from commercially manufacturing, selling, offering to sell, importing, or using a 

dexmethylphenidate hydrochloride product covered by the ’850, ’656, or ’530 patents, or 

otherwise infringing one or more claims of the ’850, ’656, ’530 patents during the life of the 

patents; 

 (d) a Judgment declaring that SUN’s generic dexmethylphenidate hydrochloride 

products as described in ANDA No. 20-1231, if approved by the FDA, would infringe one or 

more claims of the ’850, ’656, or ’530 patents; 

 (e) a Judgment declaring that Sun’s commercial manufacture, use, offer for sale, or 

sale in, or importation into, the United States of generic dexmethylphenidate hydrochloride 

products as described in ANDA No. 20-1231 would constitute infringement of one or more 

claims of the ’850 patent, the ’656 patent and/or the ’530 patent; 

 (f)  an injunction prohibiting SUN and any of its officers, agents, attorneys and 

employees, and those acting in privity or concert with it, from engaging in further acts of 

infringement of the ’850 patent, the ’656 patent and/or the ’530 patent;  

 (g) an award of plaintiffs’ costs and attorneys’ fees pursuant to 35 U.S.C. § 271(e)(4) 

and § 285; and 

 (h) such other and further relief as this Court may deem just and proper. 
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Dated: July 1, 2010 
 

 
 
 
 
 
OF COUNSEL: 
 
Anthony M. Insogna 
Lester J. Savit 
JONES DAY 
12265 El Camino Real, Suite 200 
San Diego, CA 92130-4096 
(858) 314-1200 
ljsavit@jonesday.com 
 
Jason G. Winchester 
JONES DAY 
77 West Wacker 
Chicago, IL 60601-1692 
(312) 782-3939 
jgwinchester@jonesday.com 
 
Attorneys for Plaintiff 
Celgene Corporation 
 
Henry J. Renk 
Tara Byrne 
FITZPATRICK, CELLA, HARPER & SCINTO 
1290 Avenue of the Americas 
New York, NY 10104-3800 
(212) 218-2100 
 
Attorneys for Plaintiffs 
Novartis Pharmaceuticals Corporation 

       and Novartis Pharma AG 

Respectfully submitted, 
 
 
By:  s/ Charles M. Lizza   

Charles M. Lizza 
William C. Baton 
SAUL EWING LLP 
One Riverfront Plaza, Suite 1520 
Newark, New Jersey 07102-5426 
(973) 286-6700 
clizza@saul.com 
 
Attorneys for Plaintiffs 
Celgene Corporation, 
Novartis Pharmaceuticals Corporation 
and Novartis Pharma AG 
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