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1 Complaint for Violations of Federal Trade Commission Act, Sherman Act,

2 Cartwright Act, and California Unfair Competition Act

3 Plaintiffs, the Federal Trade Commission and the State of California ex reI

4 Attorney General Edmund G. Brown, Jr., by their designated attorneys, complain

5 against defendants Watson Pharmaceuticals, Inc., Par Pharmaceutical Companies,

6 Inc., Paddock Laboratories, Inc., and Solvay Pharmaceuticals, Inc., as follows:

7 I. Nature of the Case

8 1. This case challenges agreements by Watson, Par, and Paddock to delay

9 until 2015 the sale of low-cost generic versions of AndroGel, a widely prescribed

10 branded testosterone replacement drug, in exchange for substantial payments from

11 Solvay.

12 2. By 2006, AndroGel had grown to be Solvay's top-selling

13 pharmaceutical product, with U.S. sales ofover $300 million. The prospect of

14 generic competition, however, threatened Solvay's AndroGel profits. Several years

15 earlier, Watson and Paddock (which then partnered with Par) had filed applications

16 with the U.S. Food and Drug Administration to market generic versions of

17 AndroGel, and by early 2006 Watson had received final approval to market its

18 generic product. Defendants knew that if generic entry were to occur, Solvay's sales

19 would plummet, as generic AndroGel would be priced dramatically lower than

20 branded AndroGel. Solvay's loss, however, would be consumers' gain, as they

21 would save hundreds of millions of dollars by purchasing lower-cost generic

22 alternatives.

23 3. After Watson and Paddock had announced their plans to sell generic

24 AndroGel, Solvay sued the generic companies for infringing the only patent Solvay

25 had relating to AndroGel. In the ensuing litigation, each of the generic companies

26 vigorously asserted that its product was outside the scope of Solvay's patent, that the

27 patent was invalid, and that Solvay withheld important information from the Patent
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1 and Trademark Office in obtaining the patent. Solvay could not be confident that its

2 patent alone would prevent generic entry.

3 4. Eventually, Defendants recognized that they would each be better offby

4 cooperating and sharing in Solvay's monopoly profits than by competing. Solvay's

5 own financial analysis highlighted this dynamic. From this analysis, Solvay knew

6 that it would need to pay the generic firms to agree to stay off the market until 2015,

7 Solvay's desired generic entry date. At the same time, Solvay knew that - because

8 eliminating price competition would preserve its monopoly profits - it could easily

9 afford to pay the generic firms to delay their entry until 2015.

10 5. In the end, Watson, Par, and Paddock agreed to share in Solvay's

11 monopoly profits, abandon their patent challenges, and refrain from competing with

12 low-cost generic products for nine years. Together with Solvay, they also identified

13 ways to transfer the money to the generic firms: via co-promotion arrangements and

14 a back-up supply deal executed on the same day as the companies' patent

15 settlements.

16 6. As a result of Defendants' agreements, Watson and Par, rather than

17 competing against Solvay, are partnering with Solvay to promote AndroGel and

18 share in monopoly profits - with expected payments ofhundreds of millions of

19 dollars collectively. Solvay's substantial payments to Watson, Par, and Paddock­

20 not the strength of Solvay's patent - have prevented generic competition to

21 AndroGel until 2015. These agreements deny consumers the opportunity to

·22 purchase lower-cost generic versions of AndroGel, at a cost of hundreds of millions

23 ofdollars a year.

24 II.. Jurisdiction and Venue

25 7. This Court has subject matter jurisdiction over this action pursuant to 15

26 U.S.C. §§ 45(a) and 53(b), and 28 U.S.C. §§ 1331, 1337(a), and 1345. This Court

27 also has supplemental jurisdiction over the State ofCalifomia's state law claims

28 under 28 U.S.C. § 1367 because those claims are so related to the federal claims that
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1 they form part of the same case or controversy. The exercise of supplemental

2 jurisdiction avoids unnecessary duplication and multiplicity ofactions and is in the

3 interests ofjudicial economy, convenience, and fairness.

4 8. This Court has personal jurisdiction over each Defendant pursuant to 15

5 U.S.C. § 53(b), and because each Defendant has the requisite constitutional contacts

6 with the United States of America.

7 9. Venue in this district is proper under 15 U.S.C. § 22 and 28 U.S.C.

8 § 1391(b) and (c), and under Section 13(b) of the FTC Act, 15 U.S.C. § 53(b). Each

9 Defendant resides, transacts business, committed an illegal or tortious act, or is found

10 in this District, and a substantial part of the events giving rise to Plaintiffs' claims

11 arose in this District.

12 10. Defendants' general business practices, and the unfair methods of

13 competition alleged herein, are "in or affecting commerce" within the meaning of

14 Section 5 of the FTC Act, 15 U.S.C. § 45.

15 11. Each Defendant is, and at all times relevant herein has been, a

16 corporation, as "corporation" is defmed in Section 4 of the FTC Act, 15 U.S.C. § 44.

17 III. The Parties

18 12. Plaintiff Federal Trade Commission is an administrative agency of the

19 United States government, established, organized, and existing pursuant to the FTC

20 Act, 15 U.S.C. § 41 et seq., with its principal offices in Washington, D.C. The FTC

21 is vested with authority and responsibility for enforcing, inter alia, Section 5 of the

22 FTC Act, 15 U.S.C. § 45, and is authorized under Section 13(b) of the FTC Act, 15

23 U.S.C. § 53(b), to initiate court proceedings to enjoin violations of any law the FTC

24 enforces.

25 13. Plaintiff the State of California ex reI Attorney General Edmund G.

26 Brown, Jr. brings this action as parens patriae in its sovereign capacity to redress

27 injury to California's welfare and general economy, and as the chieflaw enforcement

28 officer of the State ofCalifornia.
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1 14. Defendant Watson Pharmaceuticals, Inc. (together with its affiliates,

2 "Watson") is a publicly traded, for-profit company, incorporated in Nevada and with

3 its principal place ofbusiness located in Corona, California. Watson is engaged in

4 the business of, among other things, developing, manufacturing, marketing, and

5 distributing generic drug products. In the twelve months ending December 31, 2007,

6 Watson had net revenues of approximately $2.5 billion.

7 15. Defendant Par Pharmaceutical Companies, Inc. (together with its

8 affiliates, "Par") is a publicly traded, for-profit company, incorporated in Delaware

9 and with its principal place of business located in Woodcliff Lake, New Jersey. Par

lOis engaged in the business of, among other things, developing, manufacturing,

11 marketing, and distributing generic drug products. In the twelve months ending

12 December 31, 2007, Par had total revenues ofapproximately $770 million.

13 16. Defendant Paddock Laboratories, Inc. (together with its affiliates,

14 "Paddock") is a privately held, for-profit company, incorporated in Minnesota and

15 with its principal place of business located in Minneapolis, Minnesota. Paddock is

16 engaged in the business of, among other things, developing, manufacturing,

17 marketing, and distributing generic drug products.

18 17. Defendant Solvay Pharmaceuticals, Inc. (together with its affiliates,

19 "Solvay") is incorporated in Georgia and has its principal place ofbusiness in

20 Marietta, Georgia. Solvay Pharmaceuticals is a subsidiary of Solvay, S.A., a Belgian

21 company whose shares are listed on the Euronext Brussels stock exchange and traded

22 over-the-counter in the United States via American Depositary Receipts. Solvay

23 includes Unimed Pharmaceuticals, Inc., Solvay's wholly owned subsidiary. Solvay

24 is engaged in the distribution and sale of branded pharmaceutical products, including

25 AndroGel. In the twelve months ending December 31,2007, Solvay's U.S. net

26 pharmaceutical revenues totaled about $1.2 billion, over $400 million ofwhich were

27 U.S. sales of AndroGel.
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IV. Background

A. The regulatory system governing pharmaceuticals in the United States

18. The Federal Food, Drug, and Cosmetic Act, 21 U.S.C. § 301 et seq., as

amended by the Drug Price Competition and Patent Term Restoration Act of 1984

(the "Hatch-Waxman Act") and the Medicare Prescription Drug, Improvement, and

Modernization Act of2003, 21 U.S.C. § 355(j) and 35 U.S.C. § 271(e), establishes

procedures designed to facilitate competition from lower-priced generic drugs, while

maintaining incentives for pharmaceutical companies to invest in developing new

drugs.

19. A company seeking approval from the U.S. Food and Drug

Administration ("FDA") to market a new drug (i.e., a branded drug) must file a New

Drug Application ("NDA") demonstrating the safety and efficacy of its product.

20. An "AB-rated" generic drug is one that the FDA has determined to be

bioequivalent to a branded drug. A generic drug is considered bioequivalent to a

branded drug if it contains the same active pharmaceutical ingredient as the branded

drug and there is no significant difference in the quality, safety, and efficacy of the

two drugs.

21. A company seeking to market an "AB-rated" generic version of a

branded drug must also file an application with the FDA, but may file an

Abbreviated New Drug Application ("ANDA").

22. When a branded drug is covered by one or more patents, a generic drug

company that intends to market its generic drug prior to expiration of any patents

may proceed to seek FDA approval, but must certify in the ANDA that either (l) the

generic version does not infringe the patents on the brand-name drug, or (2) the

patents are invalid. This is referred to as a "paragraph IV certification."

23. If a generic drug company makes a paragraph IV certification, it must

notify the patent holder of the filing of its ANDA. If the patent holder initiates a

patent infringement suit against the generic drug company within 45 days of

6






















































