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UNITED STATES DISTRICT COURT 
FOR THE EASTERN DISTRICT OF PENNSYLVANIA 

FEDERAL TRADE COMMISSION 
600 Pennsylvania Avenue, N.W. 
Washington, D.C. 20580 

Plaintiff, 

v. 

TEIKOKU PHARMA USA, INC., 
1718 Ringwood A venue 
San Jose, California 95131; and 

TEIKOKU SEIYAKU CO., LTD., 
567 Sanbonmatsu, Higashikagawa, 
Kagawa 769·2695 Japan, 

Defendants. 

Case Number: 16·1440 

FILED 
APR 0 7 2016 

MICHAELE. KUNZ, Clelk. 
BY, Pep Cler1< 

STIPULATED ORDER FOR PERMANENT INJUNCTION 

Plaintiff, the Federal Trade Commission ("Commission"), filed its Complaint for 

Injunctive and Other Equitable Relief in this matter pursuant to Section 13(b) of the Federal 

Trade Commission Act ("FTC Act"), 15 U.S.C. § 53(b). The Commission and Defendants 

Teikoku Pharma USA, Inc. and Teikoku Seiyaku Co., Ltd., by their respective attorneys, have 

reached an agreement to resolve this case through settlement, and without trial or final 

adjudication of any issue of fact or law, and stipulate to entry of this Stipulated Order for 

Permanent Injunction and Final Judgment ("Order") to resolve all matters in dispute b~tween 

them in this action. 
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THEREFORE, IT lS ORD.ERED as follows: 

FINDINGS 

1. This Court has jurisdiction over the parties and the subject matter of this action. Teikoku 

Defendants have stipulated that, for purposes of this Order 
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8. Teikoku Defendants stipulate that they shall comply with the provisions of this Order 

pending its entry by the Court. 

9. Entry of this Order is in the public interest. 

DEFINITIONS 

For purposes of this Order, the following definitions apply: 

L "Commission" means the United States Federal Trade Commission. 

2. "TPU" means Teikoku Pharma USA, Inc., any joint venture, subsidiary, division, group, 

or affiliate Controlled currently or in the future by TPU, their successors and assigns, and 

the respective directors, officers, employees, agents, and representatives actierest. 
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7. "Authorized Generic'" means a Drug Product that is manufactured pursuant to an NDA 

and marketed, sold, or distributed in the United States under a name other than the 

proprietary name identified in the NDA. 

8. "Brand/Generic Settlement" means any agreement or understanding that settles a Patent 

Infiingement Claim in or affecting Commerce in the United States. 

G e n e r i c n t  
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23. "Payment by the NDA Holder to the Generic Filer" means a transfer of value by the 

NOA Holder to the Generic Filer (including, but not limited to, a No-AG Commitment, 

money, goods, or services), regardless of whether the Generic Filer purportedly transfers 

value in return, where such transfer is either (i) expressly contingent on entering a 
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d. an agreement to settle or resolve a d.ifferent litigation claim, so Jong as that 

separate agreement independently complies with the terms of this Order 

(including the timing provisions above); and 

e. continuation or renewal of a pre-existing agreement so long as: (i) the pre

existing agreement was entered at least 90 days before the relevant Brand/Generic 

Settlement Agreement; (ii) the terms of the renewal or continuation, including the 

duration and the financial terms, are substantially similar to those in the pre

existing agreement; and (iii) entering the continuation or renewaJ is not expressly 

contingent on agreeing to a Brand/Generic Settlement. 

24. "Subject Drug Product" means the Dmg Product for which one or more Patent 

Infringement Claims are settled under a given Brand/Generic Settlement. For purposes 

of this Order, the Drug Product of the NOA Holder and the Generic Filer to the same 

Brand/Generic Settlement shall be considered to be the same Subject Drug Product. 

25. "U.S. Patent" means any patent issued by the United States Patent and Trademark Office, 

including all divisions, reissues, continuations, continuations-in part, modifications, or 

extensions thereof. 

ORDER 

I. Prohibited Agreements 

IT IS ORDERED that: 

A. From the date Teikoku Defendants sign this Order, Teikoku Defendants, 

individually and collectively, are prohibited from entering into any Brand/Generic Settlement 

that includes: (I) Payment by the NOA Holder to the Generic Filer; and (2) an agreement by the 

7 
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agreement is entered within a year of executing the Brand/Generic Settlement Agreement, 

provided that, Teikoku Defendants do not need to submit any additional agreement that they 

submitted to the Commission with a prior verified written report required by this provision; and 

C. Teikoku Defendants shall submit each report or notification required under this 

paragraph to the Secretary of the Commission and shall send an electronic copy of each report to 

the Compliance Division of the Bureau of Competition of the Commission at 

bccompliance@ftc.gov. 

D. This Order does not alter the reporting requirements ofTeikoku Defendants 

pursuant to Section 1112 of the Medicare Prescription Drug, Improvement, and Modernization 

Act of2003. 

III. Change of Corporate Control 

IT IS FURTHER ORDERED that: 

A. Teikoku Defendants shall notify the Commission at least thirty (30) days prior to: 

L Any proposed dissolution of Teikoku Defendants; 

2. Any proposed, acquisition, merger, or consolidation ofTeikoku 

Defendants; or 

3. Any other change in Teikoku Defendants, including, but not limited to, 

assignment and the creation or dissolution of subsidiaries, ifsuch change might affect 

compliance obligations arising out of this Order. 

B. Teikoku Defendants shall submit any notice required under this paragraph to the 

Secretary of the Commission and shall send an electronic copy of the notification to the 

9 
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Compliance Division of the Bureau of Competition of the Commission at 

bccompliance@ftc.gov. 

IV. Access to Information 

IT IS FURTHER ORDERED that 

A. For the purpose of determining or securing compliance with this Order, subject to 

any legally recognized privilege, and upon written request with reasonable notice to any Teikoku 

Defendant, Teikoku Defendants shall permit any duly authorized representative of the 

Commission: 

L Access, during office hours and in the presence of counsel, to all facilities 

and access to inspect and copy non-privileged books, ledgers, accounts, correspondence, 
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FOR f£0COKU SEIY AKU CO., LTD; 
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