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IN THE DISTRICT COURT OF CLEVELAND COUNTY 

STATE OF OKLAHOMA CLEVELAND COUNTY } SS. 

STATE OF OKLAHOMA, ex rel, FILED 
MIKE HUNTER, NAY 28 ziig 
ATTORNEY GENERAL OF OKLAHOMA, " 

Plaintiff, In the office of the 
vs. Court Clerk MARILYN WILLIAMS 
(1) PURDUE PHARMA L.P.; 
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(6) JOHNSON & JOHNSON; Honorable Thad Balkman 

(7) JANSSEN PHARMACEUTICALS, INC, 
(8) ORTHO-MCNEIL-JANSSEN 
PHARMACEUTICALS, INC., n/k/a 
JANSSEN PHARMACEUTICALS; 
(9) JANSSEN PHARMACEUTICA, INC., 
n/k/a JANSSEN PHARMACEUTICALS, INC.; 

CONFIDENTIAL 
a) ALLERGAN, PLC, f/k/a ACTAVIS PLC, FILED UNDER SEAL PURSUANT 

‘a ACTAVIS, INC., f/k/a WATSON TO PROTECTIVE ORDER DATED 
PHARMACEUTICALS, INC.; APRIL 16, 2018 
(11) WATSON LABORATORIES, INC.; , 
(12) ACTAVIS LLC; and 
(13) ACTAVIS PHARMA, INC., 
ffk/a WATSON PHARMA, INC., 

Defendants. 

William C. Hetherington 
Special Discovery Master 

  
DEFENDANTS TEVA PHARMACEUTICALS USA, INC., CEPHALON, INC., WATSON 

LABORATORIES, INC., ACTAVIS LLC, AND ACTAVIS PHARMA, INC., f/k/a 
WATSON PHARMA, INC.’S MOTION FOR PROTECTIVE ORDER AND TO 
MAINTAIN CONFIDENTIALITY OF CERTAIN DOCUMENTS AT TRIAL 

DOCUMENTS SEALED PER COURT ORDER 
DATED APRIL 16, 2018 

CONFIDENTIAL—TO BE FILED UNDER SEAL



Pursuant to Section 15 of the Amended Protective Order (“Protective Order”) and the 

Court’s direction at the pretrial conference, Defendants Watson Laboratories, Inc. (“Watson”), 

Actavis LLC (“‘Actavis LLC”), Actavis Pharma, Inc. (“‘Actavis Pharma”), Teva Pharmaceuticals 

USA, Ine. (“Teva USA”) and Cephalon, Inc. (“Cephalon”)! move for protection to maintain the 

confidentiality of three discrete categories of confidential and commercially sensitive 

documents at trial: (a) a settlement agreement to resolve patent litigation involving opioid 

medicines; (b) an internal investigative and disciplinary report (which contains employee 

information) : and (c) private manufacturing, supply, and/or distribution agreements that 

contain competitive terms, including pricing information.2 While the Teva and Actavis 

Generic Defendants respect the importance of public access to trials, these narrow categories 

of documents reflect sensitive business information, trade secrets, and/or employee personnel 

information to which the public has no right (or need) to access. Accordingly, the Teva and 

Actavis Generic Defendants request that the Court grant this Motion to maintain the 

confidentiality of these documents under the Protective Order to the extent they are introduced 

at trial. 

ARGUMENT 

The public’s general right to access court records is “not absolute.” Nixon v. Warner 

Comms., Inc., 435 U.S. 589, 598 (1978). Under the Oklahoma Trade Secret Act, for example. 

1 Watson, Actavis LLC, and Actavis Pharma are referred to as the “Actavis Generic 

Defendants.” Teva USA and Cephalon are referred to as the “Teva Defendants.” 
2 The Teva and Actavis Generic Defendants raise these limited objections to documents 
that the State intends to use at trial. By filing this motion, the Teva and Actavis Generic 

Defendants do not waive prior confidentiality designations as to other documents not introduced 
as exhibits at trial. Indeed, the Teva and Actavis Defendants contain to maintain the 

confidentiality of all such documents (designated as “Confidential” or “Highly Confidential”) for 
discovery purposes.



courts must “preserve the secrecy of an alleged trade secret by reasonable means, which may 

include granting protective orders .. . [or] sealing the records of the action.” 78 O.S. § 90 

(emphasis added). And Oklahoma courts do so, recognizing that an unnecessary disclosure of 

trade secrets can “jeopardize if not destroy a party’s property rights.” Graham v. Dist. Court 

of Seventh Judicial Dist., Oklahoma Cnty., 1976 OK 49 § 9, 548 P.2d 1010, 1012 (citation 

omitted). Likewise, federal courts have held that, “[w]hen there is a compelling interest in 

secrecy, as in the case of trade secrets, . . . the entirety of a trial record can be sealed.” Jessup 

v. Luther, 277 F.3d 926, 928 (7th Cir, 2002). 

Similarly, “public access may be denied to protect sensitive confidential information.” 

No Cost Conf. Inv. v. Windstream Comms., Inc., 940 F. Supp. 2d 1285, 1307 (S.D. Cal. 2013); 

see also Nixon, 435 U.S. at 598 (explaining that courts are authorized to seal “business 

information that might harm a litigant’s competitive standing”). In fact, Oklahoma law 

expressly contemplates the issuance of protective orders to limit the disclosure not only of “a 

trade secret,” but also “other confidential research, development or commercial information.” 

12 O.S. § 3226(C)(1)(g); see also Online Oil, Inc. vy. CO&G Prod. Grp., LLC, 2015 WL 

13694638, at *2 (Okla. Dist. July 30, 2015) (finding strategies and business models 

confidential). And courts across the country “commonly” seal such information, thereby 

restricting its public disclosure. Cumberland Packing Corp. v. Monsanto Co., 184 F.R.D. 504, 

506 (E.D.N.Y. 1999) (applying principle). 

The Protective Order embodies these well-settled principles. Paragraph 2 of the 

Protective Order precludes the disclosure of “Confidential” or “Highly Confidential” information, 

which is defined to cover: 

(a) information prohibited from disclosure by any applicable laws and regulations;



(b) confidential research, development or commercial information (see 12 O.S. § 

3226(C\(I)(g); 

(c) trade secret information, including a formula, pattern, compilation, program, device, 
method, technique or process that: (i) derives independent economic value, actual or 
potential, from not being generally known to, and not being readily ascertainable by 
proper means by, other persons who can obtain economic value from its disclosure or use, 
and (ii) is the subject of efforts that are reasonable under the circumstances to maintain its 
secrecy; 

(d) medical or other ‘Protected Health Information” concerning any individual that is 
subject to the entry of a separate order pursuant to the Health Insurance Portability and 
Accountability Act; 

(e) personal identity information; 

(f) income tax returns (including attached schedules and forms), W-2 forms and 1099 
forms; or 

(g) personnel or employment records of a person who is not a party to the case. 

See April 16, 2018 Protective Order, at { 2. 

In addition, Paragraph 3 of the Protective Order provides additional protection for “trade 

secrets.” Jd. at] 3. The Oklahoma Trade Secret Act defines “trade secrets” as: 

“[[]nformation, including a formula, pattern compilation, program, device, method, 
technique or process, that: 

a. derives independent economic value, actual or potential, from not being generally 
known to, and not being readily ascertainable by proper means by, other persons 
who can obtain economic value from its disclosure or use, and 

b. is subject of efforts that are reasonable under the circumstances to maintain its 
secrecy.” 

78 O.S. § 86(4). 

Regardless of jurisdiction, courts routinely protect trade secret and other sensitive 

commercial information from public disclosure; indeed, courts regularly permit such materials to 

be filed under seal to avoid public access. See, e.g., Cardenas v. Dorel Juvenile Group Inc., 230 

F.R.D. 635 (D. Kan. 2005) (internal testing documents, internal meeting notes, sales reports, and 

emails discussing the product at issue were properly designated as trade secret or commercial



information); Aevoe Corp. v. AE Tech. Co., No. 2:12-CV¥-00053-GMN, 2013 WL 6210648, at *I- 

2 (D. Nev. Nov. 27, 2013) (granting defendants’ motion to file certain deposition transcripts under 

seal that discuss: business relationships, corporate ownership information, and organizational 

charts which depicts names of officers and their reporting relationships.); Clark v. Metropolitan 

Life Ins. Co., 2010 WL 1006823, * 1 (D. Nev. Mar. 16, 2010) (sealing “confidential internal 

business deliberations. organization, and capabilities”); Bayer Cropscience Inc. v. Syngenta Crop 

Prot., LLC, 979 F. Supp. 2d 653, 656~57 (M.D.N.C. 2013) (same as to “confidential marketing 

and sales information”); Hamilton v. State Farm Mut. Auto. Ins. Co., 204 F.R.D. 420, 423 (S.D. 

Ind. 2001) (issuing protective order under Rule 26 (c)(7) based on a finding that documents 

containing claims handling philosophies and strategies unique to Defendant were trade secrets); Ja 

re Zyprexa Injunction, 474 F. Supp. 2d 385, 404 (E.D.N.Y. 2007) (holding “confidential 

preliminary research, development ideas, commercial information, product planning, and 

employee training techniques” to be “protectable” documents under Rule 26(c)); TriQuint 

Semiconductor, Inc. v. Avago Techs. Ltd., No. CV 09-1531-PHX JAT, 2011 WL6182346, at *4 

(D. Ariz. Dec. 13, 2011) (granting a motion to seal because disclosing “confidential business 

dealings with third parties” can harm a parties’ competitive standing). 

Consistent with these principles, the Teva and Actavis Defendants request that the Court 

maintain the asserted confidentiality over the following three categories of exhibits for purposes 

of trial: 

qd) Settlement Agreement (1 document) 

e TEVA_OK_ 05039942 (Exhibit 1) 
o Settlement Agreement, Execution Version dated 8/28/2006 

© Agreement between Purdue Pharma L.P. and Teva Pharmaceuticals USA Inc., 
related to patent litigation resulting from Teva’s request for approval of generic 
OxyContin®



@ 

3) 

Report Of Compliance Investigations And Disciplinary Actions (1 document) 

© TEVA_OK_04848111 (Exhibit 2) 
o Cephalon, Inc. Compliance Investigations and Disciplinary Actions Report 
o Log of all compliance incidents and resolutions and remediation related to 

Cephalon employees from 2004 to 2008; 

Manufacturing, Supply, and/or Distribution Agreements (16 documents) 

¢ TEVA_OK_00898621 (Exhibit 3) 
o Distribution and Supply Agreement by and Between Purdue Pharma L.P. and 

Teva Pharmaceuticals USA, Inc., Draft dated 12/5/2014; 

® TEVA_OK_ 00898620 (Exhibit 4) 

© Email between Michelle Osmian and Colleen McGinn, Subject: Purdue-Teva 
Distribution and Supply Agreement.DOCX; 

¢ TEVA_OK_03321424 (Exhibit 5) 
o Distribution and Supply Agreement by and Between Purdue Pharma L.P. and 

Teva Pharmaceuticals USA, Inc., Execution Copy dated 12/18/2014; 

¢ TEVA_OK_05062553 (Exhibit 6) 
o Manufacturing and Supply Agreement between Siefgriend (USA) Inc., and 

Plantex USA Inc. dated 2/8/2010; 

e TEVA_OK_03475218 (Exhibit 7) 

o Supply Agreement between Teva Pharmaceutical Industries LTD and Allergan 
PLC, Executed Version dated 8/2/2016; 

¢ TEVA_OK_05035391 (Exhibit 8) 

o Amendment to Development and Supply Agreement between Noramco Inc., 
and Teva Pharmaceuticals USA, Inc., dated 1/7/2010; 

e TEVA_OK_05040500 (Exhibit 9) 

o Supply Agreement between Noramco and Amide Pharmaceutical, Inc., dated 
9/7/2004; 

© TEVA_OK_05046558 (Exhibit 10) 
o Supply Agreement between Mallinckrodt Inc., and Cephalon Inc., dated 

1/1/2008; 

© TEVA_OK_05046606 (Exhibit 11) 

o Amended and Restated Supply Agreement between Mallinckrodt Inc., and 
Cephalon Inc., dated 7/01/2009; 

e TEVA _OK_05046591 (Exhibit 12)



o Amendment No. 1 to Amended and Restated Agreement 

o Letter agreement between Mallinckrodt Inc, and Cephalon Inc., dated 7/1/2009; 

e TEVA_OK_05054380 (Exhibit 13) 
o Supply Agreement between Noramco Inc., and Actavis Elizabeth LLC, dated 

1/1/2009; 

e¢ TEVA_OK_05055550 (Exhibit 14) 
o Supply Agreement between Noramco Inc., and Actavis, Inc., dated 1/1/2015; 

* TEVA_OK_05040080 (Exhibit 15) 
o API Supply Agreement between Anesta Corp. and Johnson Matthey Inc., dated 

9/27/2006; 

¢ TEVA_OK_05059387 (Exhibit 16) 
o Oxycodone, Buprenorphine and Naloxone Material Supply Agreement 
o Agreement between Johnson Matthey Inc., and Teva Pharmaceuticals USA, 

Inc. dated 6/8/2009; 

* TEVA_OK_05070171 (Exhibit 17) 
o Oxymorphone HCL for Generic Opana IR Material Supply Agreement 
o Agreement between Johnson Mathey Inc., and Teva Pharmaceuticals USA, 

Inc., dated 12/19/2012: 

© TEVA_OK_03323994 (Exhibit 18) 
o Active Ingredient and Supply Agreement between Watson Laboratories, Inc. 

and Johnson Matthey Inc., dated 12/1/2011. 

As described below, each of these documents contains confidential business information, 

sensitive employee information, and/or trade secrets, thereby meeting the definition of 

“Confidential” and “Highly Confidential” information under the Protective Order and qualifying 

for protection from disclosure under Oklahoma law. 

Settlement Agreement. The Settlement Agreement contains the confidential terms of the 

settlement of patent infringement litigation between Teva USA and various Purdue entities over 

certain opioid products. The Settlement Agreement was marked “confidential” at the time it was 

entered into, and has a confidentiality provision. (Exhibit 1, at § 10). To that end, the Settlement 

Agreement contains specific licensing and commercially sensitive terms negotiated by the parties 

 



to resolve the litigation, including terms regarding specific patients. There is no basis to give the 

public access to such confidential information. See, e.g., In re CFS-Related Sec. Fraud Litig., No. 

00-CV-110-K(J), 2003 WL 24136089, at *4 (N.D. Okla. July 31, 2003) (requiring settlement 

agreement to be treated as confidential and recognizing that 

“[glenerally settlement agreements and information related to negotiations are not widely 

disseminated by parties”). 

Worse yet, permitting public access to this document would violate the “the public policy 

to encourage settlements and to uphold confidentiality provisions.” Hear-Wear Techs., LLC v. 

Oticon, Inc., No. 07-CV-212 CVE/SAJ, 2008 WL 3388455, at *2 (N.D. Okla. Aug. 8, 2008). 

Unless parties can expect that their settlement agreements to resolve litigation will remain 

confidential (and not be broadcast to the general public), they will be less likely to enter into such 

settlement negotiations. This deterrent, in turn, will only increase the volume of litigation and 

further tax scarce judicial resources. Because the Settlement Agreement contains confidential 

commercial information and the disclosure of such information would violate public policy 

principles, the Court should maintain the confidentiality of this document. 

Internal Investigations Report (the “Report”). The Report provides a list of investigations 

by Cephalon into potential violations by employees of company policy, along with disciplinary 

actions taken by Cephalon against these employees, over an approximately four-year period. 

While the document shows that Cephalon took compliance with its sales and marketing (and other) 

policies very seriously, it contains confidential internal findings from confidential internal 

investigations. The Report was intended only for internal use and, as such, involve sensitive 

business decision-making about how to address alleged infractions by specitic employees. If 

disclosed to the public, the Report would provide public access to Cephalon’s internal business



processes, procedures, and deliberations for ensuring compliance with its policies and the manner 

by which Cephalon disciplines employees. These internal processes and findings are protected 

from disclosure by Oklahoma law. See 12 0.8. § 3226(C)(1)(g); 78 O.S. § 86(4). 

Even more fundamentally, the Report contains information related to employees who are 

not parties to the litigation. For instance, it reflects disciplinary action against certain employees 

for not complying with Cephalon policies. Such information constitutes “personnel or 

employment records of a person who is not a party to the case’”—a discrete category of information 

expressly protected from disclosure by the Protective Order. Indeed, there is no reason to allow 

the public to access embarrassing performance reviews and termination information for employees 

who are not parties to this action and “who have not sought to place [their] private information in 

the public sphere.” Nettles v. Farmers Ins. Exch., 2007 WL 858060, at *1 (W.D. Wash. Mar. 16, 

2007) (granting motion to seal documents reflecting “performance reviews” of nonparties “who have 

not sought to place [their] private information in the public sphere”). Accordingly, the Court should 

maintain the confidentiality of this document to the extent it is introduced as an exhibit at trial. 

Manufacturing, Supply, and Distribution Agreements (the “Agreements”). The 

Agreements are, by their very terms, confidential. See, e.g., Exhibit 3, at ¢ 10; Exhibit 7, at § 21.2. 

They were intended to be kept confidential because they contain sensitive commercial information 

regarding the manufacture, distribution, and supply of certain opioid medicines. This includes 

highly sensitive contractual terms, such as pricing and payment terms, distribution terms, supply 

terms, and quality assurance terms. As a matter of well-settled law, confidential pricing and supply 

terms should be shielded from public disclosure. See, e.g., Oncology Tech, LLC v. Elekta, Inc. 

2013 WL 12169359 (W.D. Texas 2013) at *7 (holding that distributor agreement was properly 

marked as “Attorneys Eyes Only” and that “protecting sensitive information in contracts from



disclosure to a competitor is ‘good cause’ for designating the distributor agreement as “Attorneys 

Eyes Only’). 

Indeed, confidential supply and distribution contracts with third parties are quintessential 

“trade secrets” under Oklahoma law because disclosure would harm the competitive standing and 

future business dealings of the Teva and Actavis Generic Defendants (and the other contractual 

parties), Disclosure would give competitors access to the contractual terms that the Teva and 

Actavis Generic Defendants (and other affiliates) have historically negotiated regarding the supply 

and distribution of particular opioid medicines. Accordingly. the confidentiality of these 

documents should be maintained at trial. 

CONCLUSION 

In conclusion, the Court should maintain the confidentiality of the documents identified in 

this Motion at trial in accordance with the Protective Order and Oklahoma law, including closing 

the courtroom to all persons other than the parties, their respective counsel and their representatives— 

and restricting the use of cameras—during any discussion or disclosure of these documents at trial. 
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Exhibit 1. TEVA_OK_00898621 
o Distribution and Supply Agreement by and Between Purdue Pharma L.P. and Teva 

Pharmaceuticals USA, Inc., Draft dated 12/5/2014. 

Exhibit 2. TEVA_OK_05039942 
o Settlement Agreement, Execution Version dated 8/28/2006 

o Agreement between Purdue Pharma L.P. and Teva Pharmaceuticals USA Inc., related to patent 
litigation resulting from Teva’s request for approval of generic OxyContin®. 

Exhibit 3. TEVA_OK_ 00898620 
o Email between Michelle Osmian and Colleen McGinn, Subject: Purdue_Teva Distribution and 
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Exhibit 4. TEVA OK 03321424 

o Distribution and Supply Agreement by and Between Purdue Pharma L.P. and Teva 
Pharmaceuticals USA, Inc., Execution Copy dated 12/18/2014; 

Exhibit 5. TEVA_OK_05062553 
o Manufacturing and Supply Agreement between Siefgriend (USA) Inc., and Plantex USA Inc. 

dated 2/8/2010; 
Exhibit 6. TEVA_OK_04848111 
o Cephalon, Inc. Compliance Investigations and Disciplinary Actions Report 
o Log of all compliance incidents and resolutions and remediation related to Cephalon 

employees from 2004 to 2008; 

Exhibit 7. TEVA _OK_03475218 

o Supply Agreement between Teva Pharmaceutical Industries LTD and Allergan PLC, Executed 
Version dated 8/2/2016; 

Exhibit 8. TEVA_OK_05035391 

o Amendment to Development and Supply Agreement between Noramco Inc., and Teva 
Pharmaceuticals USA, Inc., dated 1/7/2010; 

Exhibit 9. TEVA _OK_ 05040500 

© Supply Agreement between Noramco and Amide Pharmaceutical, Inc., dated 9/7/2004; 
Exhibit 10. TEVA OK_ 05046558 
o Supply Agreement between Mallinckrodt Inc., and Cephalon Inc., dated 1/1/2008; 

Exhibit 11. TEVA _OK_05046606 
o Amended and Restated Supply Agreement between Mallinckrodt Inc., and Cephalon Inc., 

dated 7/01/2009; 
Exhibit 12. TEVA_OK_05046591 
o Amendment No. | to Amended and Restated Agreement 

o Letter agreement between Mallinckrodt Inc, and Cephalon Inc., dated 7/1/2009; 

Exhibit 13. TEVA_OK_05054380 
o Supply Agreement between Noramco Inc., and Actavis Elizabeth LLC, dated 1/1/2009; 

Exhibit 14. TEVA_OK_05055550 
o Supply Agreement between Noramco Inc., and Actavis, Inc., dated 1/1/2015; 

Exhibit 15. TEVA _OK_ 05040080 
o API Supply Agreement between Anesta Corp. and Johnson Matthey Inc., dated 9/27/2006; 
Exhibit 16. TEVA_OK_05059387 
o Oxycodone, Buprenorphine and Naloxone Material Supply Agreement 

o Agreement between Johnson Matthey Inc., and Teva Pharmaceuticals USA, Inc. dated 

6/8/2009;



Exhibit 17, TEVA _OK_05070171 
© o Oxymorphone HCL for Generic Opana IR Material Supply Agreement 

| o Agreement between Johnson Mathey Inc., and Teva Pharmaceuticals USA, Inc., dated 

12/19/2012; 

Exhibit 18. TEVA_OK_03323994 
o Active Ingredient and Supply Agreement between Watson Laboratories, Inc. and Johnson 

Matthey Inc., dated 12/1/2011.



EXHIBIT 1



CONFIDENTIAL i 

© EXECUTION VERSION : 

SETTLEMENT AGREEMENT 

This Settlement Agreement, dated as of August 28, 2006 (the “Signing Date”), is | 

by and among Purdue Pharma L.P., a Delaware limited parinership (on its own behalf and as i 

successor in interest to The Purdue Pharma Company, a Delaware general partnership), The ! 

Purdue Frederick Company Inc. d/b/a The Purdue Frederick Company, a New York corporation, 

The P.F. Laboratories, Inc., a New Jersey corporation, Euro-Celtique S.A., a Luxembourg : 

company (the foregoing are individually and collectively referred to as the “Purdue Companies”), : 

and Teva Pharmaceuticals USA, Inc., a Delaware corporation (“Teva”). The Purdue Companies 

and Teva are sometimes referred to herein individually as a “Party” and collectively as the 

@ “Parties.” 

WHEREAS, the Purdue Companies are the owners of United States patent 

numbers 5,549,912, 5,508,042 and 5,656,295 (the “Purdue Patents”), relating to and protecting 

controlled-release oxycodone products, including the product OxyContin®, a controlled-release 

oxycodone product; and 

WHEREAS, the Purdue Companies and Teva are involved in litigation, Civil 

Action Nos. 01 Civ. 8507, 01 Civ. 11212, and 03 Civ. 2312 (S.D.N.Y.) (SHS) (collectively, the 

“Action”) concerning, inter alia, the validity and enforceability of the Purdue Patents, as well as 

the infringement by Teva of the Purdue Patents resulting from Teva’s requesting approval from 

the United States Food and Drug Administration of generic versions of OxyContin® products, 
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including, but not limited to 10, 20, 40, 80 and 160 mg. dosage strengths and any other dosage 

strength, through its submission of ANDA Nos. 76-168 and 76-610 (along with all amendments 

and supplements thereto, and applicable foreign counterparts to any of the foregoing in countries 

other than the United States, the “Teva ANDAs”) and its subsequent manufacture, use, sale, offer 

to sell or importation of oxycodone products pursuant to the Teva ANDAs; and 

WHEREAS, in the Action, the Purdue Companies have asserted claims against 

Teva, and Teva has asserted counterclaims against the Purdue Companies; and 

WHEREAS, Purdue Pharma, a Canadian corporation that is an Affiliate (as 

defined below) of Purdue Pharma L.P., has commenced an application in the Federal Court of 

Canada in Court File No. T-416-05 for an order prohibiting the Canadian Minister of Health 

from issuing a Notice of Compliance to Teva’s Affiliate, Novopharm Limited, in connection 

with oxycodone hydrochloride products for Canada, including, but not limited to 10, 20 40 and 

80 mg. dosage strengths; and 

WHEREAS, certain of the Purdue Companies and their Affiliates are the owners 

of individual country designations of European Patent No. EP 1,327,446, for “controlled release 

oxycodone compositions” (the “EP 446 Patent”), and Teva Pharmaceuticals Europe, B.V. has 

joined pending opposition proceedings to the EP 446 Patent before the European Patent Office; 

and 

WHEREAS, certain of the Purdue Companies and their Affiliates, and Teva 

Pharmaceutical Industries Ltd. and certain of its Affiliates, are parties to a lawsuit in the 

Netherlands District Court of the Hague, docket No. 2005/2000, in which those Purdue 

Companies and certain of their Affiliates are seeking permanent injunctions against Teva 

Pharmaceutical Industries Ltd. and certain of its Affiliates from the future infringement of the 
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individual country designations of the EP 446 Patent, and Teva Pharmaceutical Industries Ltd. 

and those Affiliates are seeking an annulment of the EP 446 Patent; and 

WHEREAS, the Parties now seek to resolve the Action and the other proceedings 

described above (the “Foreign Actions”) without further litigation. 

NOW THEREFORE, for good and valuable consideration, the sufficiency and 

receipt of which are hereby acknowledged, the Parties agree as follows: 

1. The Purdue Companies and Teva agree to the terms of the documents 

listed in subparagraphs 1(a) through (d) hereof subject to the terms and conditions herein, all of 

which are incorporated into this Settlement Agreement as if fully set forth herein: 

(a) a Consent Judgment in the Action, in the form of Exhibit 1(a) 

hereto (the “Consent Judgment”); 

(b) a Patent License Agreement, in the form of Exhibit 1(b) hereto (the 

“Patent License Agreement”); 

(c) a Release by the Purdue Companies, in the form of Exhibit 1{c) 

hereto (the “Purdue Release”); and 

(d) a Release by Teva, in the form of Exhibit 1(d) hereto (the “Teva 

Release”, and, together with the Purdue Release, the “Releases”). 

On the Operative Date (as defined below), each of the Parties will cause its 

respective attorneys of record in the Action, to execute and deliver the Consent Judgment to the 

attommeys for the Purdue Companies to be held by them until submitted to the United States 

District Court for the Southern District of New York (the “District Court”) in accordance with 

paragraph 3 of this Settlement Agreement. Immediately after the Effective Date (as defined 

below) (and in any event within two (2) business days thereof), (i) the Purdue Companies will 
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execute and deliver to Teva the Patent License Agreement and the Purdue Release, and (ii) Teva 

will execute and deliver to the Purdue Companies the Patent License Agreement and the Teva 

Release, all such agreements in the forms attached hereto. Unless otherwise expressly set forth 

herein, as used herein, the term “Settlement Agreement” shall refer to this Settlement Agreement, 

including each of the Exhibits and the Annex attached hereto. The definitions of the terms herein 

apply equally to the singular and plural of the terms defined. Whenever the context may require, 

any pronoun will include the corresponding masculine, feminine and neuter forms. The words 

“include”, “inchides” and “inchiding” will be deemed to be followed by the phrase “without 

limitation” (unless already present), Unless the context requires otherwise, (A) any definition of 

or reference to any agreement, instrument or other document herein will be construed as referring 

to such agreement, instrument or other document as from time to time amended, supplemented or 

otherwise modified (subject to any restrictions on such amendments, supplements or 

modifications set forth herein or therein), (B) the words “herein”, “hereof” and “hereunder”, and 

words of similar import, will be construed to refer to this Setilement Agreement in its entirety 

and not to any particular provision hereof. 

2. (a) Within two business days after the Signing Date, the Parties shall 

comply with the requirements of Title XI, SubtitleB of the Access to Affordable 

Pharmaceuticals Act (The Medicare Prescription Drug Improvement Act of 2003, Pub. L. 

108-173), as the same may be amended from time to time (the “Act”), by filing all necessary 

copies of this Settlement Agreement with the Federal Trade Commission (the “FTC”) and the 

Antitrust Division of the Department of Justice (“DOJ”) (the FTC and the DOJ each shall be 

referred to as an “Agency”). The Partics will usc commercially reasonable efforts to coordinate 

the foregoing filings and any responses thereto, to make such filings promptly and to respond 

et
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@ promptly to any requests for additional information. Each Party reserves the right to 

communicate with the FTC and the DOJ regarding such filings as it believes appropriate. Each 

Party will keep the other reasonably informed of such communication and will not disclose the 

confidential information of the other to the FTC or DOJ without such Party’s consent (not to be 

unteasonably withheld, conditioned or delayed). 

(b) — This Settlement Agreement shall become operative forty-five (45) 

r
o
t
a
 

calendar days (or such shorter period as the Parties may mutually agree) after the Parties have 

complied with the filing requirements of the Act (the “Operative Date”) without any further or 

e
e
 

additional action by any of the Parties, unless prior to the Operative Date the FTC or DOJ 

(including any Agency staff member responsible for reviewing this Settlement Agreement) 

(A) has threatened in writing to institute its own judicial or administrative proceeding against 

© either of the Parties related to the terms of this Settlement Agreement based on alleged 

violation(s) of the Antitrust Laws (“Agency Threat”), or (B) has otherwise communicated in 

writing to either of the Parties that either Agency (i) objects to any of the terms of this Settlement 

Agreement based on alleged violation(s) of the Antitrust Laws, or (ii) has commenced a full- 

phase investigation (beyond the initial phase) of this Settlement Agreement pursuant to Chapter 

3.3 of the FIC Operating Manual (November 1997 edition) and has communicated specific 

objections (orally or in writing) to the Parties regarding the terms hereof based on alleged 

violation(s}) of the Antitrust Laws (each of clause (i) and (ii), an “Agency Objection”). 

Notwithstanding anything herein to the contrary, the provisions of the following paragraphs shall 

become operative upon the Signing Date: 1, 2, 5(a)(ii), 5(b)(ii), 6(c), 7(a), 7(c) and 8 through 24, 

and the last sentence of paragraph 3. For purposes of this Scttloment Agreement, “Antitrust 

Laws” means: Section 1 of the Sherman Act, 15 U.S.C. § 1; Section 2 of the Sherman Act,   
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@ 15 US.C. §2; and Section 5 of the Federal Trade Commission Act, 15 U.S.C. § 45, each as 

amended and all rules and regulations promulgated thereunder. 

(c) If an Agency Threat or an Agency Objection is raised prior to the 

Operative Date, the Parties will in good faith use commercially reasonable efforts to revise this 

Settlement Agreement in a manner which reasonably addresses any such Agency Threat or 

  

Agency Objection (whereupon the Operative Date shall be the date on which the “reasonably i 
fi 

an
cm
er
e 

addressed” provision in the immediately following sentence is satisfied); provided, however, that 

ea
e 

er
e 

the Parties are under no obligation to revise this Setilement Agreement in a manner which 

materially changes the economic value of the transactions contemplated by this Settlement 

Agreement. The Parties shall have “reasonably addressed” any such Agency Threat or Agency 

Objection if (i) the Agency indicates to the Parties (orally or in writing) that such Agency Threat 

© or Agency Objection has been resolved or if the Agency indicates that it otherwise does not 

intend to expend substantial Agency resources in taking further action at such time with respect 

to such Agency Threat or Agency Objection, on (ii) the Parties mutually agree. If such 

commercially reasonable efforts are not successful, or if it is not possible to reasonably address 

the FTC’s or DOJ’s concerns as provided above without a material change to the economic value 

of the transactions contemplated hereby, then, notwithstanding anything herein to the contrary, 

this Settlement Agreement shall become null and void and have no legal effect (save for 

paragraphs 10 through 18 and 20, 21, 23 and 24, and the last sentence in paragraph 3, which shall 

continue in full force and effect solely with respect to those paragraphs and such sentence; for 

clarity, paragraphs 1, 2, 5(a)(ii), 5(b)(ii), 6(c), 7(a), 7(c), 8, 9, 19 and 22 shall terminate in full). 

(d) __‘¥f, subsequent to the Effective Date, the FTC or DOJ makes an 

Agency Threat or a judicial or administrative proceeding is brought against either of the Parties 
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@ related to the terms of this Settlement Agreement (“Agency Action”), then the Parties will in 

good faith use commercially reasonable efforts to revise this Settlement Agreement in a manner 

which reasonably addresses such Agency Threat or Agency Action and which does not materially 

change the economic value of the transactions contemplated by this Settlement Agreement for 

either Party. The Parties shall have “reasonably addressed” any such Agency Threat or Agency 

e
e
 

n
e
e
 

Action if (i) the Agency indicates to the Parties (orally or in writing) that such Agency Threat or 

Agency Action has been resolved or if the Agency indicates that it otherwise does not intend to 

expend substantial Agency resources in taking further action at such time with respect to such 

Agency Threat, or such Agency Action is dismissed or (ii) the Parties mutually agree. If such 

commercially reasonable efforts are not successful, or if it is not possible to reasonably address 

such Agency Threat or Agency Action in a manner which does not materially change the 

© economic value of the transactions contemplated by this Settlement Agreement for either Party 

prior to any such revisions, then the terms of this Settlement Agreement as of the Effective Date 

shall remain in full force and effect, except for any revisions upon which the Parties shall have 

mutually agreed. 

3. Within two business days after the Operative Date, counsel for the Purdue 

Companies will submit the fully executed Consent Judgment to the District Court for signing and 

entry. If for any reason the District Court does not approve the Consent Judgment and enter it as 

an order of the District Court as drafted, the Parties agree to confer promptly in good faith and 

use commercially reasonable efforts to modify the Consent Judgment or take such other action 

consistent with this Settlement Agreement as is required to overcome the District Court’s 

objections or modifications, and to secure entry of the Consent Judgment as drafted or with 

agreed-upon modifications, failing which, notwithstanding anything herein to the contrary, this 
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@ Settlement Agreement shall be null and void and have no legal effect (save for paragraphs 10 

through 18 and 20, 21, 23 and 24, and the last sentence in paragraph 3, which shall continue in 

full force and effect solely with respect to those paragraphs and such sentence; for clarity, 

paragraphs 1, 2, 5(a)(ii), 5(b)(ii), 6(c), 7(a), 7(c), 8, 9, 19 and 22 shall terminate in full). The date 

on which the Consent Judgment is entered, following the modification of such Consent 

Judgment, if any, in accordance with this paragraph 3, shall be the “Effective Date.” 

Notwithstanding any provision herein to the contrary, the Patent License Agreement and the 

pa
g 
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e 
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Releases shall become effective and be in full force and effect as of the Effective Date. In the   
event that there is no Operative Date or Effective Date, neither the provisions of this Settlement 

Agreement, nor this Settlement Agreement itself (except the provisions hereof that remain in 

effect pursuant to this paragraph 3), may be offered into evidence, or be referred to in any 

© testimonial or other evidence, by either Party or any of their Affiliates at any trial, action or other 

proceeding pertaining to the subject matter hereof, nor shall anything herein be construed as an 

admission or waiver as to any factual or legal matter by either Party or any of their Affiliates. 

4, (a) Effective beginning upon the Effective Date, Teva (for itself and its 

Affiliates) admits that (i) the Purdue Patents are valid, enforceable and infringed as to oxycodone 

products made, used, sold, offered for sale or imported pursuant to the Teva ANDAs in or for the 

United States, including but not limited to 10, 20, 40, 80 and 160 mg. dosage strengths, 

intermediate strengths and substantially equivalent products to those described in the Teva 

ANDAs as of the Signing Date (but excluding any such products that are a material improvement 

over the products described in the Teva ANDAs as of the Signing Date) and (ii) the Purdue 

Patents and U.S. Patent No. 5,266,331 (the “’331 Patent”) are valid and enforceuble in any other 

or future cause of action or litigation involving Teva (inchiding its successors or assigns) or its 
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@ Affiliates, including without limitation, any other or future cause of action or litigation respecting 

different or future products. 

(b) Effective beginning upon the Effective Date, Teva (for itself and its 

Affiliates) admits that (i) those Foreign Patents (as defined in the Patent License Agreement) of 

Canada and countries of the EPC (as defined in the Patent License Agreement) are valid, | 

enforceable and infringed or would be infringed as to oxycodone products made, used, sold,   offered for sale or imported pursuant to the Teva ANDAs for those countries where such Foreign 

SV
EE
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Patents exist, including but not limited to 10, 20, 40, 80 and 160mg. dosage strengths, 

intermediate strengths and substantially equivalent products to those described in the Teva 

ANDAs as of the Signing Date (but excluding any such products that are a material improvement 

over the products described in the Teva ANDAs as of the Signing Date) and (ii) the Foreign 

© Patents are valid and enforceable in any other or future cause of action or litigation involving 

Teva (including its successors or assigns) or its Affiliates, including without limitation, any other 

or future cause of action or litigation respecting different or future products. 

5. (a) Teva (for itself and its Affiliates} agrees that, other than in 

accordance with all of the terms and conditions of the Patent License Agreement, neither it nor 

its Affiliates will, directly or indirectly, (i) effective beginning upon the Effective Date, make, 

have made, use, sell, offer to sell, import or otherwise distribute, and (ii) effective beginning 

upon the Signing Date, authorize, permit or encourage (1) third party manufacturers producing 

any controlled-release oxycodone product (other than for or on behalf of Teva or any of its 

Affiliates) or (2) any ANDA holders (other than Teva and its Affiliates) of any Generic 

Equivalent (as defined in the Patent License Agreement) ((1) and (2) above, collectively, 

“Others”) to make, have made, use, sell, offer to sell, import or distribute, or indemnify Others 
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regarding or participate in the profits of Others arising from the sale of, in the case of both 

clauses (i) and (ii), any controlled-release oxycodone product that (x) is covered by the Teva 

ANDAs for the United States or (y) the manufacture, use, offer for sale, sale or importation of 

which otherwise would infringe the Purdue Patents; provided, however, that the provisions of 

this paragraph 5(a) shall not apply following the date which is the earlier to occur of (1) the 

expiration of the full term of the last of the Purdue Patents to expire, plus any period of 

exclusivity under the Federal Food, Drug and Cosmetic Act, 21 U.S.C. Sections 301, et seq., 

including any amendment thereof, and (2) the date on which, following the entry of a judgment 

in another case or proceeding providing that each of the Purdue Patents in suit is either 

(A) unenforceable or (B) each claim of such Purdue Patent covering the manufacture, use, sale, 

offer for sale or import of the applicable controlled-release oxycodone product in the United 

States is invalid, provided that in each case of clause (A) or (B) above the mandate affirming the 

judgment in such other case or proceeding is issued by the United States Court of Appeals for the 

Federal Circuit following appeal of such judgment or the time for appeal from that judgment has 

lapsed. 

(b) Teva (for itself and its Affiliates) agrees that, other than in 

accordance with all of the terms and conditions of the Patent License Agreement, neither it nor 

its Affiliates will, directly or indirectly, (i) effective beginning upon the Effective Date, make, 

have made, use, sell, offer to sell, import or otherwise distribute, or (ii) effective beginning upon 

the Signing Date, authorize, permit or encourage Others to make, have made, use, sell, offer to 

sell, import or distribute, or indemnify Others regarding or participate in the profits of Others 

arising from the sale of, in the case of both clauses (i) and (ii), any controlled-release oxycodone 

product, including, but not limited to 10, 20, 40 and 80 mg. dosage strengths, that (x) (i) is 

10 
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@ covered by the Teva ANDAs for Canada and the countries of the EPC or (ii) is covered by the 

| applicable Teva ANDA in all other foreign countries in which there is a Foreign Patent, in each 

| case of the foregoing clauses (x)(i) and (x)(ii) provided such product is the same as or 

: substantially equivalent to the Teva Product (as defined in the Patent License Agreement) sold in 

the United States as of the Signing Date (but excluding any such products that are a material 

improvement over the products described in the Teva ANDAs as of the Signing Date), or 

T
o
s
 

(y) otherwise infringes any of the claims of any of the Foreign Patents; provided, however, that 

the provisions of this paragraph 5(b) shal! not apply on a country-by-country basis following the 

R
S
s
 
a
A
 

date which is the earlier of (1) the expiration of the full term of the last of the Foreign Patents to 

| expire in such country, plus any period of exclusivity and any patent term extensions permitted 

| under applicable law, and (2) the date on which a court of competent jurisdiction or applicable 

© patent office enters a final, non-appealable judgment or ruling, providing that with respect to 

each and every claim of the Foreign Patents in suit in such country either (A) such Foreign Patent 

is unenforceable or (B) each claim of such Foreign Patent covering the manufacture, use, sale, 

offer for sale or import of the applicable controlled-release oxycodone product in such country is 

invalid. 

6. (a) _ Effective beginning upon the Effective Date, Teva (for itself and its 

Affiliates) agrees that neither it nor its Affiliates will, directly or indirectly, initiate, file, 

continue, participate, aid, finance, or assist in, except as may be required pursuant to compulsory 

legal process, (i) any action or proceeding that challenges the validity, patentability, priority of 

invention or other claim to priority, or enforceability of any of the Purdue Patents, the 331 

Patent, or any other U.S. patents or applications which claim priority (directly or indirectly, in 

whole or in part) to one or more of Patent application numbers U.S. 800,549 (filed November 27, 

11 
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1991), U.S. 81,302 (filed June 18, 1993) or PCT/US92/10146 (filed November 25, 1992), and 

Gi) any reexamination, protest, observation, comment, opposition, interference or other action or 

proceeding in the United States Patent and Trademark Office challenging the validity, 

patentability, priority or enforceability of any of the Purdue Patents or the °331 Patent. The 

provisions of this paragraph 6(a) shall not apply following the expiration of the full term of the 

last of the Purdue Patents to expire, plus any period of exclusivity under the Federal Food, Drug 

and Cosmetic Act, 21 U.S.C. sections 301 et seq., including any amendment thereof. 

(b) _—_ Effective beginning upon the Effective Date, Teva (for itself and its 

Affiliates) agrees that neither it nor its Affiliates will, directly or indirectly, initiate, file, 

continue, participate, aid, finance or assist in, except as may be required pursuant to compulsory 

legal process, (i) any action or proceeding that challenges the validity, patentability, priority of 

invention or other claim to priority or enforceability of any of the Foreign Patents (as defined in 

the Patent License Agreement), (ii) any reexamination, protest, observation, comment, 

opposition, interference, or other action or proceeding in any foreign patent office challenging the 

validity, patentability, priority or enforceability of any of the Foreign Patents, and (iii) any 

application seeking compulsory licensing under a claim within the Foreign Patents. The 

provisions of this paragraph 6(b) shall not apply following the expiration of the full term of the 

last of the Foreign Patents to expire, plus any period of exclusivity and any patent term 

extensions permitted under applicable law; provided however, that with respect to the countries 

of the EPC, such provisions shall expire at 11:59 p.m. on the fifth anniversary of the Effective 

Date. 

12 
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(c) Teva will not voluntarily provide to any third party confidential 

information or attorney work product concerning the Teva ANDAs, except as expressly 

permitted by paragraph 10. 

7. (a) The Parties acknowledge that the Foreign Actions commenced in 

Canada shall be held in abeyance on the terms of the papers attached hereto as pages 4 to 6 of 

Annex-1. The Parties agree to execute and file (as appropriate), or cause their respective 

appropriate Affiliates to execute and file (as appropriate), those papers immediately after the 

Signing Date. Promptly after the Effective Date, the Parties agree to cause their Affiliates to 

execute and file with the Federal Court in Canada a Consent to a Prohibition Order with 

substantially similar terms to the Consent Judgment to the extent practicable and consistent with 

the obligations of the Parties set forth in paragraph 22 hereof. 

(b) ‘The Parties acknowledge that the Foreign Actions commenced in 

jurisdictions other than Canada shall be dismissed on or promptly after the Effective Date on the 

terms of the papers attached hereto as pages 1 to 3 of Annex-1. The Parties agree to execute and 

file (as appropriate), or cause their respective appropriate Affiliates to execute and file (as 

appropriate), those papers immediately after the Effective Date. 

(c) In all cases, for purposes of this Settlement Agreement, “Affiliate” 

means, as to either Party, any person, firm, trust, partnership, corporation, company or other 

entity or combination thereof, which directly or indirectly (i} controls a Party, (ii) is controlled by 

a Party or (iii) is under common control with a Party. The terms “control” and “controlled” mean 

ownership of fifty percent (50%) or more, including ownership by trusts with substantially the 

same beneficial interests, of the voting and equity rights of such person, firm, trust, partnership, 

corporation, company or other entity or combination thereof or the power to direct the 

43 
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management of such person, firm, trust, partnership, corporation, company or other entity or 

combination thereof. 

8. The Purdue Companies hereby represent and warrant as of the Signing 

Date that (a) each of them has all necessary partnership or corporate, as applicable, power and 

authority to execute and deliver this Settlement Agreement and to perform its obligations 

hereunder, (b) the execution, delivery and performance of this Settlement Agreement have been 

duly and validly authorized by each of them, (c) there is no other agreement, whether written or 

oral, among the Pertics hercto with respect to the subject matter of this Settlement Agreement, 

(d) one or more of the Purdue Companies or their Affiliates own all right, title and interest in and 

to the Purdue Patents, the ‘331 Patent and the Foreign Patents, and that no other person or entity 

has any right to enforce any of those patent rights or any other patent rights claiming priority 

(directly or indirectly) to any of the foregoing, (e) the patents and patent applications listed on 

Schedule 1 of the Patent License Agreement, to the best of the Purdue Companies’ knowledge, 

are all, and constitute all of the, foreign counterparts to the Purdue Patents, and (f) other than the 

Purdue Patents, the ‘331 Patent and the Foreign Patents, there are no other U.S. or foreign patent 

rights ownéd or controlled by the Purdue Companies or any of their Affiliates that would be 

infringed by the manufacture, use, sale, offer for sale, importation or distribution of existing 

oxycodone products described in the Teva ANDAs for the United States. Upon execution and 

delivery of this Settlement Agreement by each of the Purdue Companies, this Settlement 

Agreement shall constitute a legal, valid and binding agreement of the Purdue Companies and 

their Affiliates, enforceable against each of them in accordance with its terms and conditions, 

subject to bankruptcy, insolvency, reorganization, moratorium or other similar laws atfecting the 

enforceability of creditors' rights generally and other general equitable principles which may limit 

14 
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@ the right to obtain certain remedies. The execution, delivery and performance by each of the 

Purdue Companies of this Settlement Agreement and its compliance with the terms and 

provisions hereof do not and will not conflict with or result in a breach of any of the terms and 

provisions of or constitute a default under any other agreement to which it or any of its Affiliates 

is a party. i 

9% Teva hereby represents and warrants as of the Signing Date that (a) it has 

all necessary corporate power and authority to execute and deliver this Settlement Agreement and   
to perform its obligations hereunder, (b) the execution, delivery and performance of this k 

  

Settlement Agreement have been duly and validly authorized by it, (c) there is no other 

agreement, whether written or oral, among the Parties hereto with respect to the subject matter of 

this Settlement Agreement other than as set forth herein, (d) Teva and its Affiliates own all right, 

@ title and interest in and to the Teva ANDAs, no other person or entity has any rights under the 

Teva ANDA and neither Teva nor its Affiliates have transferred or assigned any of their rights 

under the Teva ANDAs to any party (other than to another Affiliate of Teva), and (e) neither 

Teva nor its Affiliates have discussed with any third party (other than Teva’s and its Affiliates’ 

attorneys and other licensed professional advisors), including but not limited to Endo 

Pharmaceuticals Inc. and its Affiliates, or IMPAX Laboratories, Inc. and its Affiliates and 

licensees (including DAVA Pharmaceuticals, Inc.), any aspect of the negotiations of this 

Settlement Agreement or the Patent License Agreement or any of the terms or conditions hereof 

or thereof. Upon execution and delivery of this Settlement Agreement by Teva, this Settlement 

Agreement shall constitute a legal, valid and binding agreement of Teva and its Affiliates, 

enforceable against each of them in accordance with its terms and conditions, subject to 

bankruptcy, insolvency, reorganization, moratorium or other similar laws affecting the 
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e enforceability of creditors’ rights generally and other general equitable principles which may 

limit the right to obtain certain remedies. The execution, delivery and performance by Teva of 

this Settlement Agreement and its compliance with the terms and provisions hereof do not and 

wilt not conflict with or result in a breach of any of the terms and provisions of or constitute a f 

default under any other agreement to which it or any of its Affiliates is a party. ! 

10. Except as (a)required by statute, ordinance or regulation, (b) required : 

pursuant to compulsory legal process, (c) necessary for the exercise of the rights granted to the   
Parties under this Settlement Agreement, or (d) as expressly permitted under this paragraph 10 

and paragraph 2(a) of the Patent License Agreement, neither the Purdue Companies nor Teva nor 

any of their Affiliates will publicly announce or otherwise disclose to third parties any of the 

terms of this Settlement Agreement, without the prior written approval of the other Party. The 

© Parties will only release public announcements of the execution of this Settlement Agreement in 

forms to be mutually agreed to by the Parties, provided if a Party is disclosing information 

relating to this Settlement Agreement because it is required to do so to comply with statutory, 

regulatory or legal process requirements, including, without limitation, its reporting requirements 

under the Securities Exchange Act of 1934, as amended, such Party intending to make such 

disclosure shall give the other Party at least two business days’ prior notice in writing of the text 

of the intended disclosure, unless such statutory, regulatory or legal process requirements would 

require earlier disclosure, in which event, the notice shall be provided as early as practicable. A 

disclosing Party agrees to request confidential treatment with respect to the terms of this 

Settlement Agreement and to use commercially reasonable efforts to have redacted such 

provisions of the Patent License Agreement as the Parties may agree from any copies filed 

pursuant to such statutory, regulatory or legal process requirements. Promptly after the Signing 
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Date, the Parties hereby agree to use commercially reasonable efforts to agree on those 

provisions of the Patent License Agreement that the Parties will seek to have redacted as 

provided above. Notwithstanding anything to the contrary above, (i} the Purdue Companies may 

disclose the terms of this Settlement Agreement to (x) present, former or future co-promoters of 

OxyContin® products, and (y) upon the prior written consent of Teva (not to be unreasonably i 

withheld, conditioned or delayed), third parties in connection with patent litigation involving the 

Purdue Patents or the Foreign Patents or in connection with settlement discussions and   

va
se
ns
an
s 

agreements with alleged infringers of the Purdue Patents or the Foreign Patents, subject to all 

Be
te

at
.t

 

such co-promoters and third parties keeping the terms of this Settlement Agreement strictly 

confidential in accordance with the terms hereof, and (ii) each Party may disclose the terms of 

this Settlement Agreement to its respective Affiliates, insurers, lenders, attorneys and 

@ accountants, subject to such Affiliates, insurers, lenders, attorneys and accountants being bound 

by reasonable confidentiality obligations. 

11. This Settlement Agreement, including the obligations of the Parties under 

the Consent Judgment and the other Exhibits hereto and the Annex attached hereto, is binding 

upon and shall inure to the benefit of each Party hereto, and each of its successors and permitted 

assigns. Neither Party may assign this Settlement Agreement without the prior written consent of 

the other Party, which consent may be withheld in such other Party’s sole discretion. 

Notwithstanding the foregoing, Teva may, upon written notice to the Purdue Companies but 

without obtaining the consent of the Purdue Companies, assign its rights and obligations under 

this Settlement Agreement to any of its Affiliates, to any lender providing financing to Teva or 

any of its Affiliates for collateral security purposes or to any successor in interest to Teva’s entire 

business (whether by merger, consolidation, sale of assets or otherwise), provided that no such 

i7 
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assignment shall in any manner limit or impair the obligations of Teva hereunder. An Affiliate 

of Teva conducting the generic OxyContin® business in a country other than the United States 

May, upon written notice to the Purdue Companies but without obtaining the consent of the 

Purdue Companies, assign its rights and obligations under this Settlement Agreement to 

successor in interest to its entire business in such country (whether by merger, consolidation, sale 

of assets or otherwise), provided that no such assignment shall in any manner limit or impair the 

obligations of Teva and such Affiliate hereunder. Notwithstanding the foregoing, the Purdue 

Companies may, upon written notice to Teva but without obtaining the consent of Teva, assign 

their rights and obligations under this Settlement Agreement to any of their Affiliates, to any 

lender providing financing to any of the Purdue Companies or any of their Affiliates for collateral 

security purposes or to any successor in interest to their respective entire businesses or to their 

respective OxyContin® businesses (whether by merger, consolidation, sale of assets or 

otherwise), provided that no such assignment shall in any manner limit or impair the obligations 

of the Purdue Companies hereunder. Any assignment or attempted assignment by either Party of 

this Settlement Agreement or the rights hereunder in contravention of the provisions of this 

paragraph 11 shall be void and shall have no force or effect. 

12. This Settlement Agreement, and the documents referred to herein set forth 

the entire agreement and understanding among the Parties hereto as to the subject matter hereof 

and supersede all other documents, oral consents or understandings, if any, made between the 

Purdue Companies and Teva (excluding any agreements or stipulations endorsed by court order) 

before the Signing Date with respect to the subject matter hereof. None of the terms of this 

Settlement Agreement shall be amended or modified except in a writing signed by each of the 

Parties hereto. The Parties acknowledge that there have been a number of drafts of this 

18 
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Settlement Agreement, including the Exhibits and the Annex attached hereto, exchanged 

between them prior to the Parties’ agreement on the final version of this Settlement Agreement 

which has been executed by them. The Parties expressly agree that these drafts have been 

superseded by the executed Settlement Agreement and shall not be used in any dispute between 

the Parties as evidence with respect to interpreting the meaning of any provision of this 

Settlement Agreement. 

13. ‘If any term or provision of this Settlement Agreement is held invalid or 

unenforceable in any jurisdiction, then, as to that jurisdiction, the Parties hercto covenant and 

agree to use commercially reasonable efforts to renegotiate any such provision in order to provide 

a reasonably acceptable alternative to the provision of this Settlement Agreement or the 

application thereof that is invalid or unenforceable, it being the intent of the Parties that the basic 

purposes of this Settlement Agreement are to be effectuated, without rendering invalid or 

unenforceable the remaining terms and provisions of this Settlement Agreement in such 

jurisdiction or in any other jurisdiction. 

14. This Settlement Agreement, and the rights and obligations created 

hereunder, shall be governed by and interpreted according to the substantive laws of the State of 

New York without regard to its choice of law or conflicts of law principles. 

15. Any notice required under this Settlement Agreement shall be in writing 

and shall be given (and shall be deemed to be duly given upon receipt) by delivery in person, by 

facsimile or by registered or certified mail (postage prepaid, retum receipt requested) to the 

respective Parties at the following addresses (or at such other address for a Party as shail be 

specified by like notice): 

19 
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Ifto any of the Purdue Companies: 

Purdue Pharma LP. 
One Stamford Forum 
201 Tresser Boulevard 
Stamford, CT 06901-3431 

Attn: Howard R. Udell 
Executive Vice President, 

Chief Legal Officer 
Fax No.: (203) 588-6204 

with a copy to: 

Chadbourne & Parke LLP 
30 Rockefeller Plaza 

New York, NY 10112 

Attention: Stuart D. Baker 

Fax No.: (212) 489-7130 

If to Teva: 

Teva Pharmaceuticals USA, Inc. 
425 Privet Road 

PO Box 1005 

Horsham, PA 19044-8005 

Attn: General Counsel 
Fax No.: (215) 293-6499 

with a copy to: 

16. 

Goodwin Procter LLP 

599 Lexington Avenue 
New York, NY 10022 
Attention: David M. Hashmall 

Fax No.: (212) 355-3333 

SETTLEMENT AGREEMENT 

  

A waiver by any Party of any term or condition of this Settlement 

Agreement in any one instance shall not be deemed or construed to be a waiver of such term or 

condition for any other instance in the future (whether similar or dissimilar) or of any subsequent 

breach hereof. All rights, remedies, undertakings, obligations and agreements contained in this 

Attorneys’ Eyes Only 
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Settlement Agreement shall be cumulative and none of them shall be a limitation of any other 

remedy, right, undertaking, obligation or agreement of any of the Parties. 

17. Each of the Parties agrees that in executing this Settlement Agreement and 

in accepting the consideration provided for herein, each of the Parties does so with full 

knowledge of any and all rights that each of the Parties may have with respect to the 

controversies herein compromised. Each of the Parties affirms that it is not relying and has not 

relied upon any representation or statement made by any of the other Parties with respect to the 

facts involved in said controversies or with regard to each of the Parties” legal rights or asserted 

legal rights, other than the representations and warranties contained in paragraphs 8 and 9 or 

otherwise as expressly set forth in the Settlement Agreement. Each of the Parties hereby assumes 

the risk of any mistake of fact or legal right with regard to said controversies or with regard to 

any of the facts or legal rights that are now unknown to such Party. With respect to the matters 

released pursuant to this Settlement Agreement, upon the Effective Date, each of the Parties 

agrees to waive all such claims, causes of action or assertions, even if such claims, causes of 

action or assertions are not known or suspected to exist in the releasing Party's favor. Each of 

the Parties agrees fo waive any assertion that this Settlement Agreement does not extend to 

claims involving the Purdue Patents, the ‘331 Patent, the Foreign Patents or the Teva ANDAs, or 

which are otherwise related to the Action or the Foreign Actions which the Parties did not know 

or suspect to exist in their favor on the date hereof, which if known by them, would have 

materially affected the settlement set forth herein. In addition, each of the Parties hereby 

expressly waives any and all provisions, rights and benefits conferred by §1542 of the California 

Civil Code or by any law of any state or territory of the United States, or principle of common 

law, which is similar, comparable or equivalent to §1542 of the California Civil Code. 
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18. Each of the Parties agrees that it has received independent legal advice 

from its attorneys with respect to the rights and asserted rights arising out of this Settlement 

Agreement, and the controversies between the Parties relating to the Purdue Patents, the ‘331 

Patent, the Foreign Patents, the Action and the Foreign Actions. Each of the Parties further 

agrees that it and its counsel have had adequate opportunity to make whatever investigation or 

inquiry they may have deemed necessary or desirable in connection with the subject matter of 

this Settlement Agreement, prior to the execution hereof. 

19. If Teva breaches any provision of paragraphs 4, 5 or 6{a) of this Settlement 

Agreement, or paragraph 2 of the Patent License Agreement, in each case while those paragraphs 

are in effect, in addition to any other remedy the Purdue Companies may have at law or in equity, 

the Purdue Companies, upon a showing of such breach, shall be entitled to a preliminary 

injunction to prevent the continuance of such breach. If either Party breaches any provision of 

the last full paragraph of paragraph 1 of this Settlement Agreement while such paragraph is in 

effect, in addition to any other remedy the other Party may have at law or in equity, the other 

Party, upon a showing of such breach, shall be entiiled to a preliminary injunction to prevent the 

continuance of such breach. 

20. This Settlement Agreement may be executed in counterparts (including by 

facsimile or other electronic transmission), and each fully executed counterpart shall be deemed 

an original of this Settlement Agreement. 

21. ‘Except for the rights, agreements and covenants specifically granted 

pursuant to this Settlement Agreement, no other rights, agreements or covenants are granted or 

implied by this Settlement Agreement. 
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@ 22. As soon as practicable after the Signing Date, the Parties or their Affiliates | 

shall negotiate in good faith and enter into (but not before the Effective Date} separate settlement 

agreements (including, but not limited to, patent license agreements), one being applicable to the 

EPC and-one being applicable to Canada, with terms substantially equivalent, to the greatest 

extent obtainable under applicable law, to the terms of this Settlement Agreement (including, but 

not limited to, the Patent License Agreement) in order to give effect to the intent hereto and 

thereto as applied to those countries and such other terms on which the Parties may mutually   agree, which settlement apreements (including, but not limited to, patent license agreements) 

once effective shall supersede the tenms of this Settlement Agreement (including, but not limited 

to, the Patent License Agreement) once effective with respect to those countries, provided that 

this Settlement Agreement (including, but not limited to, the Patent License Agreement) shall 

© continue in full force and effect once effective with respect to those countries until such time as 

the Parties or their Affiliates enter into such applicable settlement agreements (including, but not 

limited to, patent license agreements). 

23. Each Party agrees to execute, acknowledge and deliver such further 

instruments, to do all such other acts, as may be necessary or appropriate in order to carry out the 

purposes and intent of this Settlement Agreement, and to cause its Affiliates to do the same. 

24. Except as otherwise expressly provided herein, each of the Parties hereto 

shall bear its own costs, attorneys’ fees and expenses that arise out of or in connection with the 

Action, the Foreign Actions, or the negotiation, execution or performance of this Settlement 

Agreement. 

[remainder of this page intentionally left blank} 
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IN WITNESS WHEREOF, each of the Parties has caused this Settlement Agreement to be 

executed as of the Signing Date by its duly authorized officer or agent. 

PURDUE PHARMA L.P. 

(on its own behalf and as successor 
in interest to The Purdue Pharma Company) 

By: Purdue Pharma Inc., its general partner 

By: 

Name: 
Title: 

THE PURDUE FREDERICK COMPANY INC. 
(d/b/a The Purdue Frederick Company) 

By: 

Name: 

Title: 

@ THE P.F. LABORATORIES, INC. 

By: 
Name: 

Title: 

EURO-CELTIQUE S.A. 
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IN WITNESS WHEREOF, each of the Parties has caused this Settlement Agreement to be 

executed as of the Signing Date by its duly authorized officer or agent. 

PURDUE PHARMA L.P. i 

(on its own behalf and as successor H 

in interest to The Purdue Pharma Company) 

  

  

  
THE PURDUE FREDERICK COMPANY INC. } 

(d/b/a The Purdue Frederick Company) 

By: 

  

  

EURO-CELTIQUE S.A. 

By: 

Name: 
Title: 

TEVA PHARMACEUTICALS USA, INC. 

By: 

Name: 
Title: 
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© IN WITNESS WHEREOF, each of the Parties has caused tis Settlement Agreement to be 

executed as of the Signing Date by ite duly authorized officer or agent. 

PURDUE PHARMA L.P. 

(on its own behalf and as successor 

in interest to The Purdue Pharma Company) 

By: Purdue Pharma Inc., its general partner 

By: 
Name: 
Tite: 

THE PURDUE FREDERICK COMPANY INC. 

(d/b/a The Purdue Frederick Company) 

  

THE PF. LABORATORIES, INC, 

@ > Name: 

Tithe: 

EURO-CELTIQUE S.A. 

By: 
‘Name: 
Tithe: 

TEVA PHARMACEUTICALS USA, INC. 

By: 

Name: 

Title: 
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IN WITNESS WHEREOF, each of the Parties has caused this Settlement Agreement to be 

executed as of the Signing Date by its duly authorized officer or agent. 

PURDUE PHARMA L.P. 
(on its own behalf and as successor 

in interest to The Purdue Pharma Company) 

By: Purdue Pharma Inc., its general partner 

By: : 
Name: i 
Title: :   

THE PURDUE FREDERICK COMPANY INC. 
(d/b/a The Purdue Frederick Company) 

By: 

Name: 
Title: 

@ THE P.F. LABORATORIES, INC. i 

By: 
Name: 

Title: 

EURO-CELTIQUE S.A. 

By: 2 € 

Name: _ “DereiEL4 § éR 

Title: IAECTON 

  

TEVA PHARMACEUTICALS USA, INC. 

By: 

Name: 

Title: 
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UNITED STATES DISTRICT COURT FOR THE 
SOUTHERN DISTRICT OF NEW YORK 

  

PURDUE PHARMA L.P., THE PURDUE 
FREDERICK COMPANY, THE P.F. 
LABORATORIES, INC., THE PURDUE 
PHARMA COMPANY, 

Plaintiffs and Counterclaim Defendants, 

-V5- 

TEVA PHARMACEUTICALS USA, INC., 

Defendant and Counterclaim Plaintiff, 

-V5- 

EURO-CELTIQUE 5.A., 

Counterclaim Defendant.     

SETTLEMENT AGREEMENT 

Exhibit 1(a) 

Civil Action Nos. 
01 Civ, 8507 (SHS) 
01 Civ. 11212 (SHS) 
03 Civ. 2312 (SHS) ! 
(consolidated) d 

CONSENT JUDGMENT i   

On consent of the parties hereto and as settlement of this action, PURDUE 

PHARMA LJP., a limited partnership organized and existing under the laws of the State of 

Delaware, having a principal place of business at One Stamford Forum, 201 Tresser Boulevard, 

Stamford, Connecticut 06901-3431 (and which is also the successor-in-interest to THE 

PURDUE PHARMA COMPANY, a general partnership which was organized and existed under 

the laws of the State of Delaware, and which had a principal place of business at One Stamford 

Forum, 201 Tresser Boulevard, Stamford, Connecticut 06901-3431), THE PURDUE 

FREDERICK COMPANY INC. (identified as THE PURDUE FREDERICK COMPANY), a 

corporation organized and existing under the laws of the State of New York, having a principal 

place of business at One Stamford Forum, 201 Tresser Boulevard, Stamford, Connecticut 06901- 
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3431, THE P.F. LABORATORIES, INC., a corporation organized and existing under the laws of 

the State of New Jersey, having a principal place of business at 700 Union Boulevard, Totowa, 

New Jersey 07512, EURO-CELTIQUE S.A., a company organized and existing under the laws 

of Luxembourg, having a principal place of business at 122 Boulevard de la Petrusse, L-2330, 

Luxembourg (identified as EUROCELTIQUE S.A.) (individually and collectively, “Purdue”, 

and TEVA PHARMACEUTICALS USA, INC., a corporation organized and existing under the 

laws of the State of Delaware, having a principal place of business at 1090 Horsham Road, North 

Wales, Pennsylvania 19454 (“Teva”), it is Ordered, Adjudged and Decreed as follows: 

1. This Court’s June 25, 2004 Memorandum Order granting Teva’s Motion 

for Summary Judgment Based Upon Collateral Estoppel is vacated in all respects. 

2. Purdue’s U.S. Patent Nos. 5,549,912, 5,508,042, and 5,656,295 (the 

“Purdue Patents”) are infringed by Teva based on Teva’s requesting approval from the United 

States Food and Drug Administration of a generic version of OxyContin® products through its 

submission of ANDAs Nos, 76-168 and 76-610 and supplements or amendments thereto (the 

“Teva US ANDAs”), and its subsequent making, use, sale, offer to sell or importation of 

oxycodone products pursuant to the Teva US ANDAs (the “Existing Teva Oxycodone 

Products”). Teva admits for itself and its Affiliates (as defined in the Settlement Agreement 

among the parties) that each of the Purdue Patents and U.S. Patent No. 5,266,331 (the “’331 

Patent”) is (a) valid and enforceable as to the Existing Teva Oxycodone Products and (b) valid 

and enforceable in any other or future cause of action or litigation involving Teva, its successors 

or assigns, including, without limitation, any other or future cause of action or litigation 

respecting different or future products. 
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3. Except as permitted under the written Settlement Agreement among the 

parties or any exhibits thereto or otherwise under paragraph 6 hereof, Teva, including any of its 

successors, assigns and Affiliates and any of its or their officers, agents, servants, employees and 

attomeys and those persons in active concert or participation with Teva or its Affiliates, are 

permanently enjoined from infringing the Purdue Patents, including but not limited to, the 

making, using, offering to sell, selling or importing Existing Teva Oxycodone Products pursuant 

to the Teva US ANDAs. 

4, Teva’s Counterclaims set forth in each of Teva’s Amended Answer and 

Counterclaims are dismissed with prejudice. 

5. In addition to remedies for contempt of this Consent Judgment which 

Purdue has, in the event of breach or violation by Teva or any of its Affiliates of the terms of this 

Consent Judgment, Purdue is entitled to a preliminary and permanent injunction against the 

breaching conduct solely upon a showing of a likelihood of success of establishing that such a 

breach occurred. Teva and Purdue each agrees that jurisdiction and venue for such an action 

exist in this District Court, and each of Teva and Purdue waives any and all defenses based on 

personal jurisdiction, subject matter jurisdiction and venue. 

6. This Consent Judgment is subject to and incorporates by reference the 

written Settlement Agreement among the parties, including any exhibits thereto. 

7. This Consent Judgment is entered pursuant to Rule 58 of the Federal Rules 

of Civil Procedure, and this action is hereby dismissed without costs or attorney fees, save that 

this District Court shall retain jurisdiction over this action, including without limitation, over 

implementation of, or disputes arising out of, this Consent Judgment or the settlement of this 

action. A prevailing party shall be entitled to recovery of attorney fees in any such dispute 
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proceeding occurring after the entry of this Consent Judgment in which the case is found to be an 

exceptional one. 

By: By: 

Tel. Co) Tel: (__)_ - 

Fax.(_ ) - Fax: (oo - | 

i 
Attomeys for Attomey for Defendants and : 

Plaintiffs and Counterclaim Defendants Counterclaim Plaintiff : 

SO ORDERED: 

Dated: __» 2006 
United States District Judge 
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Exhibit 1(b) 

Patent License Agreement 

[attached] 
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Exhibit 1{c) 

RELEASE GRANTED BY THE PURDUE COMPANIES 
TO TEVA PHARMACEUTICALS USA, INC. 

PURDUE PHARMA L.P., a limited partnership organized and existing under the 

laws of the State of Delaware, having a principal place of business at One Stamford Forum, 201 

Tresser Boulevard, Stamford, Connecticut 06901-3431 (and which is also the successor-in- 

interest to THE PURDUE PHARMA COMPANY, a general partnership which was organized h 

and existed under the laws of the State of Delaware, and which had a principal place of business   
at One Stamford Forum, 201 Tresser Boulevard, Stamford, Connecticut 06901-3431), THE 

PURDUE FREDERICK COMPANY INC. (d/b/a The Purdue Frederick Company), a corporation 

organized and existing under the laws of the State of New York, having a principal place of 

© business at One Stamford Forum, 201 Tresser Boulevard, Stamford, Connecticut 06901-3431, 

THE P.F. LABORATORIES, INC., a corporation organized and existing under the laws of the 

State of New Jersey, having a principal place of business at 700 Union Boulevard, Totowa, New 

Jersey 07512, EURO-CELTIQUE §.A., a company organized and existing under the laws of 

Luxembourg, having a principal place of business at 122 Boulevard de la Petrusse, L-2330 

Luxembourg (individually and collectively, the “PURDUE COMPANIES” or “RELEASORS”), 

in consideration of their Settlement Agreement dated as of August 28, 2006 (the “Settlement 

Agreement”) and the exhibits attached thereto, with TEVA PHARMACEUTICALS USA, INC. 

(individually and together with its respective Affiliates (as of or prior to the date of execution 

hereof), and any of their current (as of the date hereof) or former directors, officers, employees, 

agents, servants and attorneys, and the heirs, administrators, executors, successors and assigns (as 

@ permitted under the Settlement Agreement) of the foregoing, “RELEASEES”), voluntarily and 

Attorneys’ Eyes Only TEVA_OK_05039974 

 



Attorneys’ Eyes Only 

SETTLEMENT AGREEMENT 

knowingly execute this Release with the intention of extinguishing the claims as herein specified. 

Capitalized terms used herein but not defined shall have the meanings set forth in the Settlement 

Agreement. 

RELEASORS, with the intention of binding themselves, their respective 

successors, heirs and assigns, do hereby irrevocably release, remise and discharge RELEASEES, 

effective as of the Effective Date, from any and all actions, causes of action, suits, debts, dues, 

sums of money, accounts, reckonings, bonds, bills, specialties, covenants, contracts, liabilities, 

controversies, agreements, promises, variances, trespasses, damages, judgments, extents, 

executions, claims, counterclaims, demands, costs, expenses, losses, liens and obligations, 

whatsoever, in law, admiralty or equity, and waive any and all defenses, relating in any manner to 

the claims made or which could have been made (a) regarding (1) United States Patents Nos. 

5,266,331, 5,549,912, 5,508,042, 5,656,295, and any other patents or patent applications 

claiming priority (directly or indirectly, in whole or in part) to application numbers 800,549 (filed 

November 27, 1991) or 81,302 (filed June 18, 1993) owned or controlled by any of the 

RELEASORS, or (2) the Foreign Patents (collectively, the “Worldwide Purdue Patents”), (b) in 

comnection with the litigation, Civil Action Nos. 01 Civ. 8507, 01 Civ. 11212, and 03 Civ. 2312 

(8.D.N.Y.) (SHS) or any of the Foreign Actions, or (c) relating t2 ANDA Nos. 76-168 and 76- 

610 and all amendments and supplements thereto, and foreign counterparts to any of the 

foregoing in countries other than the United States (the “Teva ANDAs”) with respect to the 

making, having made, use, sale, offer to sell or importation of oxycodone products pursuant to 

the Teva ANDAs (including, without limitation, any infringement or violation of any patent or 

intellectual property or regulatory rights related to those activities owned or controlled (as of the 

Effective Date or thereafter) by any of the RELEASORS), in each case of clauses (a), (b) and (c) 
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which against the RELEASEES, the RELEASORS or the RELEASORS’ successors and assigns 

ever had, or now have, or will have, arising out of, relating to, or in connection with any events 

occurring prior to the Effective Date of this RELEASE. For the avoidance of ambiguity, this 

RELEASE does not apply to actions to enforce any requirements or provisions of the Settlement 

Agreement or Patent License Agreement, including but not limited to, the provisions of any 

Consent Judgment entered into pursuant to the terms of the Settlement Agreement or the Patent 

License Agreement. This RELEASE shall be deemed to apply to any making, having made, 

using, sale, offer for sale or importation pursuant to the Teva ANDAs by any of the 

manufacturers, suppliers, importers, distributors, purchasers and users of the oxycodone product 

sold by RELEASEES pursuant to Teva ANDAs (“Teva ANDA Users”), provided that nothing in 

this RELEASE shali be construed as releasing any Teva ANDA User from any claim that its 

making, having made, using, sale, offer for sale or importation of any other oxycodone product 

constitutes an infringement of any of the Worldwide Purdue Patents. Notwithstanding any 

provision herein to the contrary, this RELEASE does not apply to, negate, or in any way limit 

any legal rights which the RELEASORS may have relating in any manner to the claims regarding 

the Worldwide Purdue Patents against any owners, holders, licensees or beneficiaries of an 

ANDA approved by, or submitted before or after the date of this RELEASE to, the Food and 

Drug Administration (the “FDA”) for a generic version of OxyContin® products (other than the 

Teva ANDAs), to the extent that any such claims arise from such ANDA or generic versions of 

OxyContin® products (other than the Teva ANDAs and Teva Products (as defined in the Patent 

License Agreement attached as Exhibit 1(b) to the Settlement Agreement)), regardless of whether 

such ANDA owner, holder, licensee or beneficiary is or would otherwise be a Teva ANDA User 

as defined above or a successor-in-interest of the RELEASEES. In the event that Teva or its 
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Affiliates acquire any owner, holder, licensee or beneficiary of an ANDA approved by, or 

submitted before or after the date of this RELEASE to, the FDA for, in each such case a generic 

version of OxyContin® products, then Teva and its Affiliates (as Teva and such Affiliates exist 

as of the Signing Date) shall continue to have the benefits of this RELEASE for their own 

activities taken on or prior to the Effective Date, but such acquired entity (even as part of Teva or 

its Affiliates, in the case of a merger in which Teva or its Affiliate is the survivor) shall not have 

the benefit of this RELEASE for such acquired entity’s activities. i 

RELEASORS hereby expressly waive all claims, causes of action or assertions E   relating in any manner to the matters released above, even if such claims, causes of action or 

assertions are not known or suspected to exist in the RELEASORS’ favor. RELEASORS hereby 

expressly waive any assertion that this RELEASE does not extend to claims relating in any 

© manner to the matters released above which RELEASORS did not know or suspect to exist in 

their favor on the date hereof, which if known by them, would have materially affected this 

RELEASE. RELEASORS hereby expressly waive any and all provisions, rights and benefits 

conferred by §1542 of the California Civil Code or by any law of any state or territory of the 

United States, or principle of common law, which is similar, comparable or equivalent to §1542 

of the California Code with respect to the matters released above, 

RELEASORS represent, warrant and covenant that each of them has not 

heretofore assigned, transferred or purported to assign or transfer, and that each of them will not 

hereafter assign or transfer or purport to assign or transfer, to any person or entity any matter to 

be released by this RELEASE, and each of the RELEASORS agrees to indemnify and hold 

harmless RELEASEES and Teva ANDA Users from and against all such released matters which 
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arise from or are based on or are otherwise related in any way to any such assignment or transfer 

or purported or claimed assignment or transfer of any such matter, in whole or in part. 

RELEASORS acknowledge that they have received independent legal advice from 

their attorneys with respect to this RELEASE and the Settlement Agreement and the Patent 

License Agreement and further acknowledge that they and their counsel have had adequate 

opportunity to make whatever investigation or inquiry they have deemed necessary in connection 

with this RELEASE and the Settlement Agreement and to the Patent License Agreement. 

This RELEASE may not be modified or amended orally. 

This RELEASE is made subject to the terms and conditions of the Settlement 

Agreement entered into between RELEASORS and RELEASEES and to which this RELEASE 

is an exhibit and to the Patent License Agreement. 

This RELEASE shall be construed under and governed by the substantive laws of 

the State of New York, without giving regard to its choice of law or conflicts of law principles. 

[remainder of this page intentionaily left blank} 
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IN WITNESS WHEREOF, the RELEASORS have caused this RELEASE to be 

executed by their duly authorized officers or agents on __, 2006; this RELEASE 

will become effective and be in full force and effect from and after the Effective Date, as defined 

in the Settlement Agreement. 

PURDUE PHARMA L.P. 

(on its own behalf and as successor in interest 
to the Purdue Pharma Company) 

By: Purdue Pharma Inc., its general partner 

By:     Name: 

Title: 

THE PURDUE FREDERICK COMPANY INC. 
(d/b/a The Purdue Frederick Company) 

By: 
  

Name: 

Title: 

THE P.F. LABORATORIES, INC, 

By: 
  

Name: 

Title: 

EURO-CELTIQUE S.A. 

By: 
  

Name: 

Title: 
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STATE OF NEW YORK ) 
) ss.: 

COUNTY OF NEW YORK ) 

On __, 2006 before me, personally came 
to me known, who, by me duly swom, did depose and say that (s)he 

resides at , that (s)he is a 
  

of Purdue Pharma Inc., the general partner of PURDUE PHARMA L.P., the 

limited parmership described in and which executed the foregoing RELEASE. 

On __, 2006 before me, personally came 
to me known, who, by me duly swom, did depose and say that (s)he 

resides at , that (s)he is a 
  

of THE PURDUE FREDERICK COMPANY INC. (d/b/a The Purdue 
Frederick Company), the corporation described in and which executed the foregoing RELEASE. 

On __,2006 before me, personally came 
to me known, who, by me duly sworn, did depose and say that (s)he 

resides at , that (s)he is a 
  

of THE P.F. LABORATORIES, INC., the corporation described in and which 
executed the foregoing RELEASE. 

On __» 2006 before me, personally came 
to me known, who, by me duly sworn, did depose and say that (s)he 

resides at , that (s)he is a 
  

of EURO-CELTIQUE 5.A., the company described in and which executed the 
foregoing RELEASE. 

  

Notary Public 
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Exhibit 1(d) 

RELEASE GRANTED BY TEVA PHARMACEUTICALS USA, INC. 
TO THE PURDUE COMPANIES 

TEVA PHARMACEUTICALS USA, INC., a corporation organized and existing 

under the laws of the State of Delaware, having a principal place of business at 1090 Horsham 

Read, North Wales, Pennsylvania 19454 ( “RELEASORS”), in consideration of their Settlement | 

Agreement dated as of August 28, 2006 (the “Settlement Agreement”) and the exhibits attached 

thereto, with PURDUE PHARMA L.P. (in its own right and as successor-in-interest to THE   
PURDUE PHARMA COMPANY), THE PURDUE FREDERICK COMPANY INC. (d/b/a The 

Purdue Frederick Company), THE P.F. LABORATORIES, INC., and EURO-CELTIQUE S.A. 

@ (individually and collectively, the “PURDUE COMPANIES”, and together with their respective 

| Affiliates and third parties in privity of contract with the Purdue Companies or their respective 

Affiliates regarding OxyContin® products before or as of the Effective Date (in each case, as of 

or prior to the date of execution hereof), successors and assigns (in each case, as permitted under 

the Settlement Agreement) and any of their current (as of the date hereof) or former owners, 

directors, officers, agents, servants, employees and attorneys, “RELEASEES”, voluntarily and 

| knowingly execute this Release with the intention of extinguishing the claims and defenses as 

| herein specified. Capitalized terms used herein but not defined shall have the meanings set forth 

| in the Settlement Agreement. 

RELEASORS, with the intention of binding themselves, their respective 

successors, heirs and assigns, do hereby irrevocably release, remise and discharge RELEASEES, 

| effective as of the Effective Date, from any and all actions, causes of action, suits, debts, dues, 
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sums of money, accounts, reckonings, bonds, bills, specialties, covenants, contracts, liabilities, 

controversies, agreements, promises, variances, trespasses, damages, judgments, extents, 

executions, claims, and demands whatsoever, in law, admiralty or equity, and waive and 

relinquish all defenses (including, but not limited to noninfringement, invalidity, and 

unenforceability) relating in any manner to the claims made or which could have been made 

{a) regarding (1) United States Patents Nos. 5,266,331, 5,549,912, 5,508,042, 5,656,295, and any 

other patents or patent applications claiming priority (directly or indirectly, in whole or in part) to ! 

application numbers 800,549 (filed November 27, 1991) or 81,302 (filed June 18, 1993) owned   

or
c 
S
R
E
 

RA
RE
R 

or controlled by any of the RELEASEES, or (2) the Foreign Patents, (b) in connection with the 

litigation, Civil Action Nos. 01 Civ. 8507, 01 Civ. 11212, and 03 Civ. 2312 (S.D.N.Y.) (SHS) or 

any of the Foreign Actions, or (c) relating to ANDA Nos. 76-168 and 76-610 and supplements or 

© amendments thereto, and foreign counterparts to any of the foregoing in countries other than the 

United States, in each case of clauses (a), (b) and (c) which against the RELEASEES, the 

RELEASORS or the RELEASORS’ successors and assigns ever had, or now have, or will have, 

arising out of, relating to, or in connection with any events occurring prior to the Effective Date 

of this RELEASE. For the avoidance of ambiguity, this RELEASE does not apply to actions to 

enforce any requirements or provisions of the Settlement Agreement or Patent License 

Agreement, including but not limited to, the provisions of any Consent Judgment entered into 

pursuant to the terms of the Settlement Agreement or the Patent License Agreement. This 

RELEASE includes but is not limited to a release of any tort, contract, antitrust, unfair 

competition or related claims asserted or that could have been asserted by RELEASORS against 

RELEASEES based on RELEASEES’ procurement and/or enforcement of U.S. Patent Nos. 
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§,266,331, 5,549,912, 5,508,042, and 5,656,295, and the making, having made, use, sale, offer to 

sell or importation of OxyContin® products. 

RELEASORS hereby expressly waive all claims, causes of action or assertions 

relating in any manner to the matters released above, even if such claims, causes of action or 

assertions are not known or suspected to exist in the RELEASORS’ favor. RELEASORS hereby 

expressly waive any assertion that this RELEASE does not extend to claims relating in any 

manner to the matters released above which RELEASORS did not know or suspect to exist in 

their favor on the date hereof, which if known by them, would have materially affected this 

RELEASE. RELEASORS hereby expressly waive any and all provisions, rights and benefits 

conferred by §1542 of the California Civil Code or by any law of any state or territory of the 

United States, or principle of common law, which is similar, comparable or equivalent to §1542 

of the California Civil Code with respect to the matters released above. 

RELEASORS represent, warrant and covenant that each of them has not 

heretofore assigned, transferred or purported to assign or transfer, and that each of them will not 

hereafter assign or transfer or purport to assign or transfer, to any person or entity any matter to 

be released by this RELEASE, and each of the RELEASORS agrees to indemnify and hold 

harmless RELEASEES from and against all such released matters which arise from or are based 

on or are otherwise related in any way to any such assignment or transfer or purported or claimed 

assignment or transfer of any such matter, in whole or in part. 

RELEASORS acknowledge that they have received independent legal advice from 

their attorneys with respect to this RELEASE and the Settlement Agreement and the Patent 

License Agreement and further acknowledge that they and their counsel have had adequate 
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® opportunity to make whatever investigation or inquiry they have deemed necessary in connection 

with this RELEASE and the Settlement Agreement and to the Patent License Agreement. 

This RELEASE may not be modified or amended orally. 

This RELEASE is made subject to the terms and conditions of the Settlement 

Agreement entered into between RELEASORS and RELEASEES and to which this RELEASE 

is an exhibit and to the Patent License Agreement. 

This RELEASE shall be construed under and governed by the substantive laws of 

the State of New York, without giving regard to its choice of law or conflicts of law principles.   IN WITNESS WHEREOF, the RELEASORS have caused this RELEASE to be 

executed by their duly authorized officers or agents on __, 2006; this RELEASE 

will become effective and be in full force and effect from and after the Effective Date, as defined 

© in the Settlement Agreement. 

TEVA PHARMACEUTICALS USA, INC. 

By: 
  

Name: 

Title: 
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STATE OF NEW YORK) 
) ss.: 

COUNTY OF NEW YORK ) 

On __, 2006 before me, personally came 
to me known, who, by me duly swom, did depose and say that (s)he 

resides at , that (s)he is a 
  

of TEVA PHARMACEUTICALS USA, INC., the corporation described in 
and which executed the foregoing RELEASE. 

  

  

  

On __, 2006 before me, personally came 
to me known, who, by me duly sworn, did depose and say that (s)he 

resides at , that (s)he is a 
of , the corporation described in and which 

executed the foregoing RELEASE. 

Notary Public 

5 

  

TEVA_OK_05039985



Attorneys’ Eyes Only 

Annex-1 

Papers 

SETTLEMENT AGREEMENT 

  

TEVA_OK_05039986



SETTLEMENT AGREEMENT 

    

i 
e Dutch Cancellation Form - Dutch Version 

Per mail / fax 

Aan de Rechtbank Den Haag 
Civiele Griffie 

Bijlage ingediend door : De Brauw Blackstone Westbroek — Mr H.J.A. Knijff 
Telefoonnummer : 070-3285363 (Ineke Talsma) 

! 

Zaakgegevens Purdue cs / Teva cs i 
I 

Zaaknommer : 
Rolnummer : 2005/2000 
Eisende partij : Purdue Pharma cs 
Procureur : MrH.A. Koiffft 
Verwerende partij : Teva Pharmaceuticals cs 4 

Procureur : MrM.E. Santman 3 

Zittingsdatum : Pleidooi op 9 februari 2007 om 9.30 uur ; 
Datum bericht : [**] 2006 i 

@ Wederpartij geinformeerd : ja 

VERZOEK DOO. ING 
Mr Knijff verzoekt namens beide partijen doothaling van de zaak. 
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@ Dutch Canceliation Form - English Version 

Per mail / fax 

To the District Court of The Hague 
Civil Sector 

Filed by : De Brauw Blackstone Westbroek — Mr H.J.A. Knijff 
Telephone number : 070-3285363 (Ineke Talsma) 

Case details Purdue cs / Teva cs 

Case number : 

Docket number : 2005/2000 
Plaintiff : Purdue Pharma cs 
Local counsel : MriJ.A. Knijff 

Defendant : Teva Pharmaceuticals et al. 
Local counsel : MrM_E. Santman 

| Court date : Oral hearing on 9 February 2007 at 9.30 am i 
Plaintiffs : Purdue Pharma et al. . 

| © Counterparty informed : Yes 

REQUEST CANCELLATION 

On behalf of both parties Mr Knijff requests the cancellation of this case. 
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Intervention Withdrawal Letter 

Vereenigde 
Johan de 
Wittlaan 7 
2517 IR 
Den 

Haag/NL 

European Patent Office 
80298 Munich 
Germany 

The Hague, 

Intervention by Teva Pharmaceuticals Europe B.V. 
Industrieweg 23 

3641 RK Mijdrecht/NL 

in opposition proceedings to European patent 1 327 446 
"Controlled release oxycodone compositions" 

On behalf of the intervener we herewith 

withdraw 

the intervention, We will therefore not be a party to this opposition procedure any 
more. 

Mr. CJJ Van Loon 
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© Canadian Order Form 

Court No. T-416-05 

FEDERAL COURT 

Ottawa, Ontario, this day of , 2006 

Present: 

BETWEEN: 

PURDUE PHARMA 

Applicant 

- and - 

NOVOPHARM LIMITED and 
THE MINISTER OF HEALTH 

Respondents 

ORDER 

UPON the Applicant’s request for an Order amending the schedule in this proceeding 

and extending the period referred to in paragraph 7(1)(e) of the Patented Medicines 

(Notice of Compliance) Regulations (the “Regulations”) by two months pursuant to 

paragraph 7(5)(e) of the Regulations; 

AND UPON the consent of the parties executed by their solicitors; 

IT IS HEREBY ORDERED THAT: 

1. The Applicant’s Record shall be served and filed no Jater than October 31, 

2006; 

2. The Applicant has leave to serve and file a requisition for hearing within 10 

days following the filing of its application record; 

Attorneys’ Eyes Only 
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The Respondents’ Records shall be served and filed no later than 

November 30, 2006; 

The period referred to in section 7(1)(e) of the Regulations shall be extended 

by two months, namely until May 4, 2007; and 

No costs shall be awarded in respect of this Order. 
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Canadian Consent Form 

Court No. T-416-05 

FEDERAL COURT 

BETWEEN: 

PURDUE PHARMA 

Applicant 

-and - 

NOVOPHARM LIMITED and 
THE MINISTER OF HEALTH 

Respondents 

CONSENT 

The parties, by their solicitors, consent to an Order in the form attached hereto. 

August , 2006 
Gowling Lafleur Henderson LLP 

Solicitors for the Applicant, 
Purdue Pharma 

August , 2006 
Heenan Blaikie 
Solicitors for the Respondent, 
Novopharm Limited 

August , 2006 
Department of Justice 
Solicitors for the Respondent, 
The Minister of Health 
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