
February 20 2018 

US Securities & Exchange Commission 
Office of FOIA and Privacy Act Operations 

100 F Street, NE Mail Stop 5100 

Washington, DC 20549-5100 

FEB 2 0 2018 

Dear FOIA Office: i Jttic~ ot 
[_.~__.B)J:~....m~t..-~ 

Under the Freedom of Information Act {FOIA), please send a copy of the following: 

A copy of: Exhibit 10.1 to the form 10-Q filed by PROGENICS PHARMACEUTICALS INC on May 10, 2011 

In the event confidential treatment has not expired provide the specific date for which confidential 

treatment is still in effect. I do not need a copy of the order. We authorize up to $61.00 in 

processing fees. Thank You, 

Paul D'Souza 
Editor - Dea ls 

Clarivate Analytics Friars House, 160 Blackfriars Road London, UK SEl 8EZ 
Phone:+44-2074334789 
paul.dsouza@clarivate.com 
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UNITED STATES 
SECURITIES AND EXCHANGE COMMISSION 

STATION PLACE 
100 F STREET, NE 

WASHINGTON, DC  20549-2465 

Office of FOIA Services 
March 6, 2018 

Mr. Paul D’Souza 
Clarivate Analytics
160 Blackfriars Road 
London, SE18EZ
United Kingdom 

RE: Freedom of Information Act (FOIA), 5 U.S.C. § 552
Request No. 18-02651-E 

Dear Mr. D’Souza: 

This letter is in response to your request, dated and
received in this office on February 20, 2018, for access to 
Exhibit 10.1 to the Form 10-Q filed by Progenics Pharmaceuticals 
Inc. on May 10, 2011. 

The search for responsive records has resulted in the
retrieval of 218 pages of records that may be responsive to your 
request. They are being provided to you with this letter.  

No fees have been assessed in this instance.  If you have
any questions, please contact me at osbornes@sec.gov or (202) 
551-8371.  You may also contact me at foiapa@sec.gov or (202)
551-7900. You also have the right to seek assistance from Ray 
J. McInerney as a FOIA Public Liaison or contact the Office of 
Government Information Services (OGIS) for dispute resolution
services. OGIS can be reached at 1-877-684-6448 or Archives.gov
or via e-mail at ogis@nara.gov. 

Sincerely, 

Sonja Osborne
FOIA Lead Research Specialist 

Enclosure 
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This LICENSE AGREEMENT (this "Agreement") is made and entered into as of 3 
February 2011 (the "Effective Date"), by and between Salix Pharmaceuticals, Inc., a corporation 
existing under the laws of California and having a place ofbusiness at 1700 Perimeter Park 
Drive, Morrisville, NC 27560 ("Salix"), and Progenies Pharmaceuticals, Inc., a corporation 
organized and existing under the laws of the State ofDelaware and having a principal place of 
business at 777 Old Saw Mill River Road, Tarrytown, NY 10591 ("Progenies"), Progenies 
Pharmaceuticals Nevada, Inc., a corporation organized and existing under the laws of the State of 
Nevada and having a principal place of business at 777 Old Saw Mill River Road, Tarrytown, 
NY 10591, USA and a wholly-owned subsidiary ofProgenies ("ProNev"), and Excelsior Life 
Sciences Ireland Limited, a corporation organized and existing under the laws of Ireland and 
having a principal place ofbusiness at 25/28 North Wall Quay, Dublin 1 Ireland and a wholly­
owned subsidiary ofProgenies ("Excelsior," and together with Progenies and Pro Nev, the 
"Progenies Parties"). Salix and Progenies may each be referred to herein individually as a 
"Party" and, collectively, as the "Parties." Salix and the Progenies Parties may each be referred 
to herein individually as an "Expanded Party" and, collectively, as the "Expanded Parties." 

BACKGROUND 

A. Salix is in the business ofdiscovering, developing, manufacturing and 
marketing human pharmaceutical products. 

B. Progenies is a biopharmaceutical company focusing on the development and 
commercialization of innovative therapeutic products. Progenies has developed 
R-methylnaltrexone ("Tfi-MNTX'') for the treatment of opioid-induced constipation associated 
with advanced illness and is developing 1-MNTX for other indications and in other 
formulations. 

C. The Progenies Parties own or have rights under certain patents, patent 
applications, other valuable technology and know-how relating to 11-MNTX and other 
methylnaltrexone molecules. 

D. Progenies and ProNev entered into a License and Co-Development 
Agreement with Wyeth, acting through Wyeth Pharmaceuticals Division, Wyeth Whitehall 
Pharmaceuticals, Inc. and Wyeth Ayerst Lederle, Inc. (collectively, "Wyeth"), dated as of23 
December 2005 (the "Wyeth Agreement''), under which Progenies granted Wyeth a worldwide 
license to develop and commercialize El-MNTX. 

E. The parties to the Wyeth Agreement entered into a Partial Termination and 
License Agreement, dated 16 October 2008 (the "Partial Termination Agreement''), confirming 
the termination with respect to Japan of the rights granted to Wyeth under the Wyeth Agreement. 

F. Progenies entered into a License Agreement with Ono Pharmaceutical Co., 
Ltd. ("Ono"), dated as of 16 October 2008 (the "Ono Agreement"), under which Progenies 
granted Ono a license to develop and commercialize the subcutaneous formulation ofR-MNTX 
for the Japanese market and an option to develop and commercialize additional formulations of 
j3!-MNTX. 

1 
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G. Wyeth and certain of its affiliates and Progenies, ProNev and their affiliate 
Excelsior entered into a Termination and Transition Agreement, effective 1 October 2009, as 
amended (the "Termination Agreement"), providing for the termination of the Wyeth Agreement 
and the Partial Termination Agreement. 

H. Salix and Progenies wish to collaborate regarding the further development and 
commercialization of methylnaltrexone worldwide except, unless and until Japan is included in 
the Territory hereunder, for Japan, and Progenies wishes to grant to Salix, and Salix wishes to 
receive from Progenies, a license to so develop and commercialize rnetbylnaltrexone. 

AGREEMENT 

NOW, THEREFORE, in consideration of the mutual promises and covenants set forth 
below and other good and valuable consideration, the receipt and sufficiency of which is hereby 
acknowledged, the Expanded Parties hereby agree as follows: 

1. DEFINITIONS 

Capitalized tem1s used in this Agreement, including its Exhibits and/or Schedules, and 
not otherwise defined herein shall have the following meanings: 

1.1. "1985 Agreemenf'' means the Option and License Agreement entered into by UR 
Labs and the University of Chicago and dated as of 8 May 1 98 5, as amended. 

1.2. "2001 Agreement' bas the meaning set forth in Section 2.4(a). 

1.3. ''2006 Option" has the meaning set forth in Section ;2.4(b).. 

1.4. "2007 Option" has the meaning set forth in Section 2.1_(_b). 

1.5. ' ,;Acceptable Product Profile" means, in respect of the Chronic Pain Product or the 
Oral Product, that: 

(a) the U.S. Product Labeling required for ~uch Product in connection with its 
initial U.S. Regulatflry Marketi_p.g Ap11rova! does not contain any Black Box Warning; and, in 
addition, 

(b) no Risk Evaluation and Mitigation Strategy (REMS) is required by the 
FDA in connection with the initial Regulatory Marketing Approval for such Product. 

1.6. ''A cquis i lion," with respect to a Party,. means a merger, aeq uisi ti.on (whether of all 
of the stock or all or substantially all of the assets ofa Person or any operating or business 
division of a Person) or similar transaction by or with the Party, other than a Change in Control 
of the Party. 

L7. "Action Party" has the meaning set forth in Section 7.3(d). 

1.8. "Adverse Even ts" has the meaning set forth in Section 9. 2( o ). 

2 
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1.9. "Affiliate" means, in respect ofany Person, any other Person that, directly 
controls or is controlled by, or is under common control with the first Person. For purposes of 
this definition , "control" and, with correlative meanings, the terms "controlled by" and "under 
common control with" means (a) the possession, directly or indirectly, of the power to direct, or 
cause the direction of, the management or policies, whether through the ownership ofvoting 
securities, by contract relating to voting rights or corporate governance, or otherwise, or (b) 
ownership, directly or indirectly, of fifty percent (50%) or more of the shares of stock entitled to 
vote for the election of directors, in the case of a corporation, or fifty percent (50%) or more of 
the voting securities, or other voting ownership interests, in the case of any limited liability 
company or other type of legal entity. 

1.10. "Agreemenf' has the meaning set forth in the first paragraph hereof. 

1.11. "APF' means active pharmaceutical ingredient. 

1.12. "Applicable Law" means applicable national, federal, state, provincial, local or 
other laws, statutes, rules, regulations and guidances, including rules, regulations, guidances, 
guidelines or other requirements ofRegulatory Authorities or other governmental authorities, as 
in effect from time to time in any jurisdiction. 

1.13. "Applicable Net Sales Percentage'' has the meaning set forth in Section 6.5(a). 

1.14. "Board ofDirectors" has the meaning set forth in the definition of"Change in 
Control." 

1.15. "Business Day" means a day other than a Saturday or a Sunday on which banks in 
New York, New York are open for the conduct ofregular banking business. 

1.16. "Calendar Year" means each successive period of twelve (12) months 
commencing on January 1 and ending on December 31. 

1.17. "cGCP" means current good clinical practices as stated in Applicable Law, 
including Directive 2001/20/EC, Directive 2005/28/EC, and 21 C.F.R. Parts 50, 56 and 312 et 
seq., each as amended from time to time and all FDA and ICH guidelines related thereto, 
including the ICH Consolidated Guidelines on Good Clinical Practices. 

1.18. "cGLP" means current good laboratory practices as stated in Applicable Law, 
including Directive 2004/10/EC and 21 C.F.R. Part 58 et seq., each as amended from time to 
time and all FDA and Council of the Organization for Economic Cooperation and Development 
(OECD) guidelines related thereto. 

1.19. "cGMP" means current good manufacturing practices as stated in Applicable 
Law, including 21 C.F.R. Part 210 and 211 and Directive 2003/94/EEC, each as amended from 
time to time and all FDA, European Commission and ICH guidelines related thereto. 

1.20. "Change in Controf', with respect to a Party, shall be deemed to have occurred if 
any of the following occurs after the Effective Date: 

3 
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(i) any "person" or "group" (as such terms are defined below) (a) is or 
becomes the "beneficial owner" (as defined below), directly or indirectly, of shares of capital 
stock or other interests (including partnership interests) of such Party then outstanding and 
normally entitled (without regard to the occurrence of any contingency) to vote in the election of 
the directors, managers or similar supervisory positions ("Voting Stoclc') of such Party 
representing fifty percent ( 50%) or more ofthe total voting power of all outstanding classes of 
Voting Stock of such Party or (b) has the power, directly or indirectly, to elect a majority of the 
members of the Party's board of directors or similar governing body ("Board ofDirectors"); or 

(ii) such Party enters into a merger, consolidation or similar 
transaction with another Person (whether or not such Party is the surviving entity) and as a result 
ofsuch merger, consolidation or similar transaction (a) the members of the Board ofDirectors of 
such Party immediately prior to such transaction constitute less than a majority of the members 
ofthe Board of Directors of such Party or such surviving Person immediately following such 
transaction or (b) the Persons that beneficially owned, directly or indirectly, the shares of Voting 
Stock of such Party immediately prior to such transaction cease to beneficially own, directly or 
indirectly, shares of Voting Stock of such Party representing at least a majority of the total voting 
power of all outstanding classes of Voting Stock of the surviving Person in substantially the 
same proportions as their ownership ofVoting Stock of such Party immediately prior to such 
transaction; or 

(iii) such Party sells or transfers to any Third Party, in one or more 
related transactions, properties or assets representing all or substantially all of such Party's 
consolidated total assets; or 

(iv) the holders of capital stock of such Party approve a plan or 
proposal for the liquidation or dissolution of such Party. 

For the purpose of this definition of Change in Control, (a) "person" and "group" have the 
meanings given such terms under Section 13( d) and 14( d) of the United States Securities 
Exchange Act of 1934 and the term "group" includes any group acting for the purpose of 
acquiring, holding or disposing of securities within the meaning of Rule 13d-5(b)(l) under the 
said Act, (b) a "beneficial owner" shall be determined in accordance with Rule 13d-3 under the 
aforesaid Act, and ( c) the terms "beneficially owned" and "beneficially own" shall have 
meanings correlative to that of "beneficial owner." 

1.21. "Chronic Pain Product" means a Product for use in the Human Field for the 
treatment of opioid-induced constipation arising from the treatment of chronic pain associated 
with one or more non-cancer diseases or conditions. 

1.23. "Claim" means any claim, action, cause ofaction, chose in action, or suit (in 
contract or tort or otherwise), litigation, arbitration, investigation, opposition, hearing, complaint, 
demand, notice or proceeding to, from, by or before any arbitrator, court, administrative 
organization, or other governmental authority or other Person. 

4 
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1.24. "Clinical Data 11 means all information relating to a drug product made, collected 
or otherwise generated in the performance of or in connection with any clinical trials (including 
any Phase 4 Clinical Trials), including any data, reports and results relating thereto. 

1.25. "CMC" means Chemistry, Manufacturing ru1d Controls infonnation as required to 
be submitted under Section 505 of the FD&C Act and 21 C.F.R. 214. 

1.26. "Collaboration" means the Development, Commercialization and other activities 
of Salix and Progenies under this Agreement in respect of Products in the Field in or for the 
Territory. 

1.27. "Commercialization" means, in respect of a particular compound or product and a 
particular country, all activities related to the commercial exploitation of the compound or 
product in the country, including the making, having made, supply, use, importation, exportation, 
marketing, promotion, distribution, pre-launch, launch, offering for sale or sale of the compound 
or product in the country. When used as a verb, "Commercialize,, or "Commercializing" means 
to engage in Commercialization. 

1.28.. '~Commercialization 1vfilestone Payments'' has the meaning set forth in Section 
6.3. 

1.29. "Commercialization Plan" means a comprehensive plan prepared by Salix (as 
amended from time to time in accordance with this Agreement) that specifies the efforts Salix, its 
Affiliates and Sublicensees intend to use in respect of Commercialization of Products in the Field 
in the Territory, which plan shaH be consistent with the Initial Commercialization Outline and 
1vvith Salix's obligations under Section 5.1 and shall include ( with reasonable detail) a description 
of, and estimated timeline and budget for, all Product-related marketing, detailing, promotional, 
llistribuijon and medical affairs activities (including activities ;celated to achieving reimbursement 
ktatus with respect to governmental and private insurance mans, inclusion in formulary listings' 
and other arrangements affecting the Commercialization of Products), including pre-launch'. 
activities, the expected date ofProduct launch in each Majol' Market Country, Produ-ct-related 
sal~s force size and allocation in each Major Market CoW1try, Product-related ·sales anq 
mar1ceting management, the type and levelof sales activities to be performed by Salixi in 
fintherance of Commercialization of Products in the Field in the Territory, and the general 
sfiiategies of the Product-related marketing and pro111:otional camp~gns to be conducted in each 
Major Market Country. 

1.30. ''Commercially Reasonable Efforts" means efforts and resources nonnally used 
by the Party required to use such effo1is and resources for a product, proposed product or 
technology ovro.ed by it or to which it has rights, which is of similar commercial potential at a 
similar stage in its development or product life to the product in question, W tal<lng into ~account 
issues ot~"tr and efficacy; market size; competition; the proprietary positioWJ{&ftfduct~ 
proQosed product or techno]ogy; Third Party rights; the regulatory status of the product, 
proposed product or technology and other applicable regulatory considerations; reimbursement 
matters; actual and/or projected profitability of the product, proposed pJ.ioduct or-technology; and 
other relevant commercial, technical~ regulatoi-y or scientific factors, including in the case of 
Comll!ercially Reasonable Efforts ofSalix in respect of any Product, at any time when neither 
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Salix nor any ofits Affiliates is developing, marketing, promoting or offering for sale a product 
that is the subject ofa Regulatory Marketing Approval for opioid-induced constipation but is not 
a Product:t future payments to be made by Salix to Progenies pursuant to Sections 6.3., 6.4 and 
6.5, but (b) not taking into account the effect of any product of such Party or its Affiliates that is 
com_petitive with or addresses similar indications to the _groduct in question. 

1.31. "Committee" and HCommittees" have tl1e meaning set fo1ih in Section 3.1. 

1.32. ''Compound" means methylnaltrexone (MNTX), which is chemically defined as 
morphinanium, 17-( cyclopropylmethyl)-4, 5-epoxy-3, 14-dihydroxy-17-metbyl-6-oxo-, bromide 
-(9Cl), and its salts, together with their solvates, hydrates., hemihydrates, metabolites, prodrugs~ 
esters,. an~ if applicable.1 any isomers, diastereomers, enantiqmers:, racemates and pol~o!l)hs 
thereof. A chemical drawing of the Compound is attached as Schedule 1.32. 

1.33. "Confidential Information" means aU infonnation disclosed by one Expanded 
Party to another Expanded Party (other than solely by virtue of such infonnation being disclosed 
between the Progenies Parties), whether prior to the Effective Date or during the Term, that 
either is identified as confidential or is information that is of c1 nature tl1at is customarily regarded 
as confidential within the pharmaceutical industry, whether disclosed in electronic, tangible, oral 
or visual fonn. The te1ms and existence of this Agreement shall constitute Confidential 
Information ofeach Expanded Party, the restrictions on disclosure of which imposed hereunder 
shall be subject to Section 8.4. 

1.34. "ControI'' means, with respect to any item of Know-How, Regulatory 
Documentation, Patent Rights, or trademark or other intellectual property right, possession of the 
right, whether directly or indirectly, whether existing as of the Effective Date or thereafter 
acquired, and whether by ownership, license or otherwise (other than by operation of any license 
and other grants hereunder), to assign or grant a license, sublicense or other right to or under 
such Know-How, Regulatory Documentation, Patent Rights, or trademark or other intellectual 
property right as provided for herein without violating the terms of any agreement or other 
anangement with any Third Party. 

1.35. "Controlling Afjilia1e" of a Person means an Affiliate that controls (as such term 
is used. in the definition ofAffiliate) such Person. 

1.36. "Controlling Third Party" has the meaning set forth in the definition of Progenies 
Know-How. 

1.37. "CRO'' has the meaning set forth in Section 9.2(n)(iii). 

1.38. "Cure Period' has the meaning set forth in Section l 0.2(a). 

1.39. c,Debtor Party" has the meaning set forth in the Section 1 0 .11. 

1.40. "Designated Countries" means (a) the Major Market Countries, (b) any country in 
the Territory in which Progenies or its licensees ;have., prior to the Effective Date, obtained a 
Re~latozy Marketing Approval in respect ofProducts and sold Products pursuant thereto, and 
(c) all other countries in the Territory except Bahrain, Dubai, Egypt,_ Iran, Iraq, Jordan, Kuwait, 
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Lebano~ Libya., Morocco, Oman, Pakistan, Palestine, Qatar, Saudi Arabia; Sudan, Syri~ 
Thailand~ Tunisia and the United Arab Emirates. 

1.41. "Developmenr means, in respect of a particular compound or phannaceutical 
product and a particular country, all activities related to the development of the compound or 
product and obtaining Regulatory Approval for the compound or product in the country, 
including all activities related to research, development, preclinical testing, stability testing, 
toxicology, formulation, product line-extensions, clinical trials, regulatory affairs, statistical 
analysis, report writing, manufacturing process and scale up, qualification and validation 
activities, product life-cycle management, quality assurance/quality control development and 
regulatory filing creation and submission related to obtaining Regulatory Approval for the 
compound or product in the country. When used as a verb, "Develop" or "Developing" means to 
engage in Development. 

1.42. "Development Milestone Payments" has the meaning set forth in Section 6.2. 

L43.. "Development Plan'' has the meaning set forth in Section 4.1. 

1.44. "Disclosing Party" has the meaning set forth in Section 8.2. 

1.45. "Dispute" has the meaning set forth in Section 13.12(a). 

1.46. "Drug Price Approval)~ means, with respect to any drug product in any country, 
the achievement of all applicable pricing and reimbursement approvals with respect to such drug 
product in such country. 

1.47. "Effective Date" has the meaning set forth in the first paragraph hereof. 

1..48. "KMEA" means the European Medicines Association, and any successor agency 
thereto. 

1..49. "Excelsior" has the meaning set forth in the first paragraph hereof. 

1.50. "Executive Mediation" has the meaning set forth in Section 13.12(a). 

1.51. ~'Expanded Part/' has the meaning set forth in the first paragraph hereof. 

1.52. "FD&C Acr means Lhe United States Federal Food., Drug, and Cosmetic Act, as 
amended, and the mles and regulations promulgated thereunder. 

1.53. "FDA" means the United States Food and Drug Administration or any successor 
agency thereto. 

1.54. ''Field" means the Human Field and the Non-Hwnan Animal Field, together. 

1.55. "First Commercial Sale" means, with respect to a particular Product and a 
particular country in the Territory, the first commercial sale of such Product to a Third Party in 
such country after such Product has been granted Regulatory Marketing Approval by a 
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Regulatory Authority in the Territory. By way of example and for the avoidance of doubt, the 
Ffrst Commercial Sale of a Chronic Pain Product shall be the first cmmnercial sale of such 
Product to a Third Party in such country after such Chronic Pain Product has been granted 
Regulatory· Marketing Approval by a Regulatory Authori!Y in the Territory for an indication 
which includes use in the Human Field for the treatment of opioid-induced constipation arising 
from the treatment of chronic pain associated with one or more non-cancer diseases or 
conditions. 

1.56. "FTE Rate,, means the hourly rate of one hundred and eighty dollars ($180.00) 
per hour for certain activities that Salix requests Progenies to perform under the Collaboration. 
This hourly rate shall apply to Progenies activities through 31 December 2011, and will be 
adjusted at the beginning of each subsequent Calendar Year from the prior year amount by the 
change in the United States Department of Labor Bureau of Labor Statistics Consumer Price 
Index-All Urban Consumers during the prior year. 

1.57. "GAAP" means U.S. generally accepted accounting principles consistently 
applied. 

1.58. '"Haselmeiet Patent Rights" means those Patent Rights licensed by Hasehneier 
f;imb~ to Progenies pursuant to a Third Party Agreement between Haselmeier and Progenies 
dated September 1, 2010, as and to the extent such Patent Rights subsist and claim inventions 
made on or prior to the Effective Date and as and to the extent Controlled by Progenies, 
Progenics's Affiliates, Salix or Salix's Affiliates as of the Effective Date or at any time during 
the Tem1. 

LS9. "Human Fief cf' means all uses in humans, including the diagnosis, treatment or 
prevention of diseases or conditions in humans. 

1.60. "Indemnified Party" has the meaning set forth in Section 11.3. 

1.61. "Indemnffying Party'' has the meaning set forth in Section 11.3. 

1.62. "'IND" means an investigaiional new dtug application, clinical study application, 
clinical trial exemption, or similar application or submission for approval to conduct human 
clinical investigations filed with or submitted to a Regulatory Authority in confonnity with the 
requirements ofsuch Regulatory Authority. 

1.63. ulnitial Commercialization Outline" has the meaning set forth in Section 5.1. 

l.64. "Initial Development Outline" bas the meaning set forth in Section 4.1. 

1.65. "Invoiced Sales'' has the meaning set forth in the definition ofNet Sales. 

1.66. "Japan" means the country of Japan (Nihon/Nippon Koku). 

1.67. "JDC' has the meaning set forth in Section 3.l(a). 
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1.68. "Joint Know-How" means any Know-How made or created in the course of the 
Collaboration jointly by employees or agents of Progenies or any of its Affiliates or licensees (to 
the extent such Know-How involving such a licensee is Controlled by Progenies) and employees 
or agents of Salix or any of its Affiliates or Sublicensees (to the extent such Know-How 
involving such a Sublicensee is Controlled by Salix), as determined in accordance with Section 
7.l(a). 

1.69. "Joint Patent Rights" means any Patent Rights related to any invention, 
development or discovery made or created in the course of the Collaboration jointly by 
employees or agents of Progenies or any of its Affiliates or licensees (to the extent such Patent 
Rights involving such a licensee is Controlled by Progenies) and employees or agents of Salix or 
any of its Affiliates or Sublicensees (to the extent such Patent Rights involving such a 
Sublicensee is Controlled by Salix), as determined in accordance with Section 7.l(a). 

1.70. "Joint Technology" means the Joint Know-How and the Joint Patent Rights. 

1.71. "JSC' has the meaning set forth in Section 3.l(a). 

1.72. "Know-How" means any confidential unpatented or unpatentable invention, 
development, discovery, technology, cell line, biological material, compound, probe, sequence, 
technical information, method, biological material, Clinical Data, or other confidential 
information or material. 

1.73. "Liability" has the meaning set forth in Section 11.1. 

1.74. "License Notice" has the meaning set forth in Section 2.13(a). 

1.75. "Licensed Activit(y/ies)" means, collectively, the Development and 
Commercialization of any Product in the Field in or for the Territory, the practice of any 
Progenies Technology or Joint Technology pursuant to the licenses granted by Progenies to Salix 
hereunder or by Salix to its Affiliates or Sublicensees pursuant hereto, or the exercise of any 
other right granted by Progenies to Salix under this Agreement or by Salix to its Affiliates or 
Sublicensees pursuant hereto, in each case to the extent permitted under this Agreement. 

1.76. "Licensed Know-How" means (a) the Progenies Know-How and (b) Progenics's 
interest in the Wyeth Collaboration Joint Know-How, the Wyeth Collaboration Know-How, the 
Ono Collaboration Joint Know-How, the Ono Collaboration Know-How, and Know-How 
included in the Wyeth Additional Licensed Rights. 

1.77. "Licensed Patent Rights" means (a) the Progenies Patent Rights and (b) 
Progenics's interest in the Wyeth Collaboration Joint Patent Rights, the Wyeth Collaboration 
Patent Rights, the Ono Collaboration Joint Patent Rights, the Ono Collaboration Patent Rights, 
Patent Rights included in the Wyeth Additional Licensed Rights, and the Ono Additional Patent 
Rights. 

1.78. "Licensed Technology" means the Licensed Know-How and the Licensed Patent 
Rights. 
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1.19. "Major Market Country" means any of Australia, Brazil,, Canada, France, 
Germany, Italy, South Korea, Spain, the United Kingdom and the United States. In the event 
that, and commencing at such time as, the license grants set forth in this Agreement are extended 
lo include Ja12anpursuantto Section 2.12, then Japan shall also be a ""Major Market Country" for 
purposes of this definition. 

1.80. "Manufacture" or "Manufacturing' means, in respect of a particular compound or 
pharmaceutical product, those manufacturing-related activities that support Development and 
Commercialization activities for such compound or product, including the synthesis, 
fonnulating, processing, scale-up, validation, qualification and audit of manufacturing facilities, 
bulk production, packaging, Product Labeling, fill/finish work, storage and release of such 
compound or product and related quality assurance/quality control and technical support 
activities. 

1.81. ''"Minoia Agreement' means the Exclusive License Agreement, dated _22 
SeptemlJer 2004, between Professor Pao1o Minoia, Professor Raffaele Luigi Sciorsci and 
Progenies. 

1.82. "Minoia Patent Rights n means those Patent Rights licensed to Progenies under 
the Minoia Agreement, as and to the extent such Patent Rights subsist and claim inventions made 
on or prior to the Effective Date and as and to the extent Controlled by Progenies, Progenics's 
Affiliates, Salix or Salix's Affiliates as of the Effective Date or at any time during the Tenn. 

1.83. 1'NDA" means a New Drug Application that is filed with the FDA to formally 
propose that the FDA approve a new drug for sale and marketing in the United States, or an 
equivalent application or submission. 

1.84. 'Wet Sales" means, for any period, the gross amount invoiced by Salix and its 
Affiliates for sales of Products to Third Parties (other than Sub licensees) (the "Invoiced Sales11, 
less deductions for 

(a) normal and customary trade, quantity and cash discounts and sales returns 
and allowances, including (i) those granted on account ofprice adjustments, billing enors, 
rejected goods, damaged goods and returns, (ii) reimbursements, rebates, charge backs, incentives 
and similar payments to wholesalers and oilier distributors, buying groups, pharmacy benefit 
management organizations and health care insurance cauiers, and (iii) coupons, co-pay cards and 
similar price reductions and discounts provided to customers; 

(b) freight, postage, shipping and insurance expenses to the extent that such 
items are included in the Invoiced Sales; 

(c) customs and excise duties and other duties related to the sales to the extent 
that such items are included in the Invoiced Sales; 

(d) rebates and similar payments made with respect to sales paid for by any 
governmental or regulatory authority such as, by way of illustration and not in limitation of the 
Parties' rights hereunder, Federal or state Medicaid, Medicare or similar state program or 
equivalent foreign governmental program; 
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(e) sales and other taxes and duties achially paid by Salix and its Affiliates 
and Sublicensees and directly related to the sale or delivery of the relevant Product (but not 
including taxes assessed against tbe income derived from such sale); 

(f) in respect of sales outside the United States, deductions in the applicable 
jurisdiction that are substantially similar to deductions otherwise set forth in clauses (a) through 
(e), above, but because of local Applicable Law, practices and customs may not conform in 
terminology to the deductions set forth in the said clauses (a) through (e); 

(g) product placement and similar fees paid to pharmacies only in com1ec1ion 
with the initial launch of a Product and within 6ne (1) year of the commencement of such lawich; 
and 

(h) any such invoiced amom1ts that are not collected by Salix or its Affiliates, 
provided that, to the extent that any uncollected invoiced amount relates to a group of products, 
the deduction taken for such uncollected amount shall only take into account the share of such 
uncollected amount fairly allocable to Products; 

in each case, as accounted for in accordance with United States generally accepted accounting 
principle~ consistently applied. Any of the deductions listed above that involves a payment by 
Salix or its Affiliates shall be taken as a deduction in the Quarter in which the payment is 
accrued by such entity, and if such accrual is reversed a corresponding credit will be made to Net 
Sales in the Quarter in which the reversal is made. Deductions pursuant to subsection (h) above 
shall be taken in the Quarter in which such sales are no longer recorded as a receivable. For 
purposes ofdetermining Net Sales, a Product shall be deemed to be sold when invoiced and a 
"sale"' shall not include transfers or dispositions for charitable, promotional, pre..clinical, clinical, 
regulatory or governmental purposes to the extent no amount is received by Salix or its Affiliates 
in connection therewith. Without derogation to the foregoing, a "sale" shall include a transfer or 
other disposition for consideration other than cash, in which case such consideration shall be 
valued at the fair market value thereot: 

For purposes of calculating Net Sales, sales between or among Salix and its Affiliates and 
Sublicensees shall be excluded from the computation ofNet Sales, but sales by Salix and its 
Affiliates to Third Parties other than Sublicensees shall be included in the computation ofNet 
Sales. For the avoidance of doubt, the preceding sentence shall not apply for purposes of the 
determination of Sublicense Revenue. 

IfSalix or its Affiliates should, in a given country during a given accounting period, sell a 
Product that contains one or more active ingredients in addition to the Compound (which may be 
either combined in a single fomrnlation or bundled with separate formulations but sold as one 
product), Net Sales for such combination product shall be calculated by J11ultiplying actual Net 
Safes'Bisuch combination product by the fraction A/(A+B) where A is the average total invoice 
price Qfthe relevant Product if sold separately (for the same dosage strength) in such period, and 

is the average total invoice price of suGh other active ingredient or ingrediep.ts in the 12roduci, if 
sold seQarately (for the same dosage strength) in such:Qerio~. If, 011 a coun.try-by..country basis, 
either the relevant Product, on the one hand, or such other active ingredient or ingredients in the 
combination product, on the other hand, is, or both of the foregoing are, not sold separately in 
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said country, Net Sales for the purpose of determining royalties of the relevant Product shall be 
determined by the respective chief financial officers of the Parties in good faith and in a manner 
consistent with the intent of this Agreement, provided that any matters in dispute with respect 
thereto shall be reasonably determined by the chief financial officer of ~min a manner 
consistent with the intent of this Agreement unless an Expanded Party invokes the procedures set 
forth in Section 13.12 hereof with respect to such matter. 

During the Term, Salix shall not "bundle" a Product for sale together with one or more 
other products or offer a Product for sale as a "loss leader" to encourage the sale of one or more 
other product( s) without first reaching an agreement with Progenies, to be negotiated between 
Progenies and Salix in good faith, in respect of the appropriate allocation, in accordance with 
Applicable Law, of the gross amount invoiced for such group or bundle of products between the 
Product and other products in the bundle or group. 

No sales of Products that give rise to, or are made pursuant to arrangements involving, 
Sublicense Revenue that is shared between Salix and Progenies pursuant to Section 6.4(a) shall 
constitute or be included in Net Sales. 

1.85. "New Progenies OIC Product' has the meaning set forth in Section 2.13(a). 

1.86. ''Non-Debtor Party" has the meaning set forth in Section 10.11. 

1.87. ''Non-Human Animal Field'' means all uses in non-human animals, including the 
diagnosis, treatment or prevention of diseases or conditions in non-human animals. 

1.88. "Notice ofBreach'' has the meaning set forth in Section 10.2(a). 

1.89. "Ono" has the meaning set forth in the Background. 

1.90. "Ono Additional Patent Rights" means those Patent Rights under which Ono 
grants a license to Progenies pursuant to Section 2.6.2 of the Ono Agreement. 

1.91. ''Ono Agreement' has the meaning set forth in the Background. 

1.92. "Ono Collaboration Joint Know-How" means the "Joint Know-How" as such 
term is defined in the Ono Agreement, as and to the extent Controlled by Progenies or its 
Affiliates as of the Effective Date or at any time during the Term, which relates to the Compound 
or a Product or to the use of the Compound or a Product. 

1.93. "Ono Collaboration Joint Patent Rights" means the "Joint Patent Rights" as such 
term is defined in the Ono Agreement, as and to the extent such rights subsist and as and to the 
extent Controlled by Progenies or its Affiliates as of the Effective Date or at any time during the 
Term, which relate to the Compound or a Product or to the use of the Compound or a Product. 

1.94. "Ono Collaboration Know-How" means the "Ono Collaboration Know-How" as 
such term is defined in the Ono Agreement, as and to the extent Controlled by Progenies or its 
Affiliates as of the Effective Date or at any time during the Tenn, which relates to the Compound 
or a Product or to the use of the Compound or a Product. 
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1.95. "Ono Collaboration Patent Rights" means the "Ono Collaboration Patent Rights" 
as such term is defined in the Ono Agreement, as and to the extent such rights subsist and as and 
to the extent Controlled by Progenies or its Affiliates as of the Effective Date or at any time 
during the Term, which relate to the Compound or a Product or to the use of the Compound or a 
Product. 

1.96. "Ono Independent Patent Rights" means the "Ono Independent Patent Rights" as 
such term is defined in the Ono Agreement. 

1.97. "Oral Product' means any Product that is formulated to be administered orally 
for use in the Human Field. 

1.98. "'mrJjttfa@r&fljiflfroj" has the meaning set forth in Section~~ 

1.99. "Other Producf' has the meaning set forth in Section 1.168. 

1.100. "Outside Contractor'' means any Person contracted by Salix or Progenies or an 
Affiliate or Sublicensee thereof to provide products or services relating to the Collaboration, 
including contract manufacturing services, clinical services or regulatory services that contribute 
to the performance of its responsibilities under the Development Plan or that result in any work 
product or other information that Progenies or Salix or such Affiliate or Sublicensee could 
include or might reasonably be expected to include in any document or report, including, a 
Registrational Filing, submitted to a Regulatory Authority or subject to review by a Regulatory 
Authority. 

1.101. "Partial Termination Agreemenf' has the meaning set forth in the Background. 

1.102. "Party" and "Parties" have the meaning set forth in the first paragraph hereof. 

1.103. "Patent Rights'' means (a) all national, regional and international patent 
applications, including divisionals, continuations, continuations-in-part, provisionals, converted 
provisionals, and continued prosecution applications, and all international equivalents thereof, 
(b) all national, regional and international patents, including utility models, petty patents and 
design patents and certificates of invention, ( c) any and all extensions or restorations ofpatents 
by existing or future extension or restoration mechanisms, including revalidations, reissues, re­
examinations and extensions (including any supplementary protection certificates and the like) 
and ( d) any similar rights, including so-called pipeline protection, or any importation, 
revalidation, confirmation or introduction patent or registration patent or patent ofadditions. 

1.104. "Patent Term Extension" shall mean any extension ofPatent Rights that may be 
granted by any patent office or regulatory office, including supplemental protection certificates 
("SPCs"). 

1.105. "Person" means any individual or legal entity. 

1.106. "Phase 4 Clinical Triaf' means, in respect of a pharmaceutical product, product 
support clinical trials of the product not for the purpose of obtaining Regulatory Marketing 
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Approval ofthe product, whether such clinical trials are commenced before or after receipt of 
Regulatory Marketing Approval of the product. 

1.107. "Producf' means a pharmaceutical product containing the Compound, whether 
alone or in combination with other APis or other substances and whether formulated to be 
administered subcutaneously, intravenously, orally or otherwise. A Product shall be considered 
separate from another Product if, in order to obtain Regulatory Marketing Approval for such 
second Product, the applicant is required to submit Clinical Data not submitted or required to be 
submitted in order to obtain Regulatory Marketing Approval for the first Product. 

1.108. "Product Information" has the meaning set forth in Section 8.1 (a). 

1.109. "Product Labelini' means, with respect to a particular pharmaceutical product 
and a particular country, (a) the full prescribing information for the product approved by the 
applicable Regulatory Authorities in such country, including any required patient information; 
and (b) all labels and other written, printed or graphic matter physically upon a container, 
wrapper or any package insert utilized with or for the product in such country. 

1.110. "Product Trademarks" means the Trademarks, including all product packaging 
and other trade dress, and all copyrights relating thereto and therein, used, held for use or 
intended for use on or in connection with the Development and Commercialization ofProducts. 

1.111. "Progenies" has the meaning set forth in the first paragraph hereof. 

1.112. "Progenies Indemnified Party" has the meaning set forth in Section 1 1. 1. 

1.113. "Progenies Know-How" means Know-How as and to the extent Controlled by 
Progenies or its Affiliates as of the Effective Date or at any time during the Term which relates 
to the Compound or a Product or to the Manufacture, use, sale, Development or 
Commercialization of the Compound or a Product. For the purposes hereof, Progenies Know­
How does not include Wyeth Collaboration Know-How, Wyeth Collaboration Joint Know-How, 
Ono Collaboration Know-How, Ono Collaboration Joint Know-How, Salix Collaboration Know­
How, Progenics's interest in Joint Know-How, or Know-How Controlled by a Third Party that 
becomes an Affiliate ofProgenies pursuant to a transaction or series of related transactions as a 
result ofwhich such Third Party is able to elect a majority of the members of the board of 
directors of Progenies (or its successor company) or any of its Controlling Affiliates (a 
"Controlling Third Party") to the extent such Controlling Third Party's Know-How was 
Controlled by such Controlling Third Party (and not by Progenies) prior to the completion of 
such transaction or series of related transactions. 

1.114. "Progenies Party" and "Progenies Parties" have the meaning set forth in the first 
paragraph hereof. 

1.115. "Progenies Patent Rights" means any Patent Right as and to the extent subsisting 
and as and to the extent Controlled by Progenies or its Affiliates as of the Effective Date or at 
any time during the Term having issued claims that, or pending claims that if issued, would be 
infringed by an unlicensed Third Party's Manufacture, use, sale, importation, Development or 
Commercialization of the Compound or any Product. For the purposes hereof, the Progenies 
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Patent Rights include the Haselmeier Patent Rights, the Minoia Patent Rights and the Ypsomed 
Patent Rights, and shall continue to include such Patent Rights even if the underlying Third Party 
Agreement by which Progenies obtains any such Patent Rights is assigned to Salix or to a Salix 
Affiliate. For the avoidance of doubt, the calculation of the Royalty Period shall not be affected 
by such an assignment of any such Third Party Agreement. For the pmposes hereof, "Progenies 
Patent Rights" does not include Wyeth Collaboration Patent Rights, Wyeth Collaboration Joint 
Patent Rights, Ono Collaboration Patent Rights, Ono Collaboration Joint Patent Rights, 
Progenics's interest in Joint Patent Rights or Patent Rights Controlled by a Controlling Third 
Party to the extent such Controlling Third Party's Patent Rights were Controlled by such 
Controlling Third Party ( and not by Progenies) prior to the completion of the transaction or 
series of related transactions through which a Third Party became such Controlling Third Pruiy. 
Progenies Patent Rights in the Territory as of the Effective Date are identified on Schedule 
9.2(a)(i). 

1.116. "Progenies Technology" means the Progenies Know-How and the Progenies 
Patent Rights. 

1.117. "Progenies Third Party Agreement" means any agreement in effect as of the 
Effective Date (a) under which any Progenies Party or any of its Affiliates is granted any license 
or otherwise has any rights or interests under or in respect of any Licensed Technology or (b) 
that relates to the Manufacture, Development, or Commercialization of the Compound or any 
Product in the Territory, including the agreements listed in Schedule 9.2(a)(ii). 

1.118. "Promotional Materials" means, with respect to a particular pharmaceutical 
product, all sales representative training materials with respect. to the product and all written; 
printed, graphic, eleettonic, audio or video matter, including ~dvertising materials, sales visual 
aids, direct mail, medical information and education monographs, direct-to-consumer 
~dvert:isirtg, Internet postings and advertisem~nts, broadcast advertisements and sales reminder 
aids, (for example, scratch p_ads, pens and other such items) intended for use or used in 
connection with any promotion of the product, except Product Labeling. 

1.119. "ProNev" has the meaning set forth in the first paragraph hereof. 

1..120~ "Quarter" means the respective periods of three (3) consecutive calendar months 
ending on March 31, June 30, September 30 or December 31, for so long as this Agreement is in 
effect. 

1.121. "Quarterly Activity Reporf' has the meaning set fcnill in Section 6.6(b). 

1.122. "R-/vfNTX'' has the meaning set forth in the Backgrnund. 

1.123. "Recalt' means, with respect to any phannaceutical product, a "recall" or a 
''product withdrawal" or a "stock recovery" or any similar tenn a~ utilized by any Regulatory 
Authority under such Regulatory Authority's procedures regarding the recall ofpharmaceuticaJ 
products, as the same may be amended from time to time, and shall include any post-sale 
warning or mailing of information regarding such product, including any warnings or mailings 
described in the Regulatory Authority's product recaJI procedures. 
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1.124. "Receiving Party" has the meaning set forth in Section 8.2. 

1.125. "Registrational Filing" means an application submitted to a Regulatory Authority 
seeking a Regulatory Marketing Approval. 

1.126. "Regulatory ApprovaI" means, in respect of a particular country, the technical, 
medical and scientific licenses, registrations, authorizations and approvals of any Regulatory 
Authority necessary for the Development, clinical testing, Manufacture, distribution, marketing, 
promotion, offering for sale, use, import, export, sale or other Commercialization of a drug 
product in such country, including INDs, NDAs, Biologic License Applications, Registrational 
Filings, supplements and amendments, pre- and post- approvals, Drug Price Approval, drug 
naming approvals, Product Labeling approvals, and drug master files. 

1.127. "Regulatory Authority" means, with respect to a particular country, any national 
( e.g., the FDA), supra-national ( e.g., the European Commission, the Council of the European 
Union, or the European Agency for the Evaluation of Medicinal Products), regional, state or 
local regulatory agency, department, bureau, commission, council or other governmental entity 
involved in the granting of a Regulatory Approval for such country. 

1.128. "Regulatory Documentation" means, in respect of a particular drug product, (a) 
the trial master file and all regulatory files relating to the Development, Regulatory Approval, 
Manufacture or Commercialization of the product, including any licenses (to the extent 
transferable), minutes of meetings and telephone conferences with any Regulatory Authorities, 
validation data, preclinical and clinical studies and tests related to the product (including all audit 
reports of clinical studies and all other Clinical Data), all applications (and amendments thereto) 
for Regulatory Approvals, annual reports and safety reports associated therewith, and all 
correspondence with Regulatory Authorities regarding the marketing status of the product; and 
(b) all records maintained under cGMP or other Applicable Law, including record keeping or 
reporting requirements of Regulatory Authorities, all correspondence and communications with 
Regulatory Authorities in connection with the product, including those relating to any Product 
Labeling or Promotional Materials, adverse event files, complaint files or manufacturing records. 

1.129. "Regulatory Marketing ApprovaI" means, in respect of a particular country, a 
Regulatory Approval authorizing the marketing of a drug product in such country for any 
indication. For the sake of clarity, Regulatory Marketing Approval (a) shall be deemed to have 
occurred when (i) the Regulatory Authority sends a notification of such Regulatory Marketing 
Approval to the applicant seeking Regulatory Marketing Approval or, (ii) ifApplicable Law 
provides for authorization for the marketing ofa drug product by an action or event other than a 
notification, then when such action or event has been taken or occurred, and (b) shall not require 
that Drug Price Approval or any other Regulatory Approval has occurred. 

1.130. "Related Agreements" has the meaning set forth in Section 13.6. 

1.131. "RELISTOR Marks" has the meaning set forth in Section 9.2(m). 

1.132. "Royalty Period'' means, with respect to any particular Product in any particular 
country, the period of time beginning with the ~~~~ia)ji$al~1;p~:U~fiiRr<rdlfilttHi1.(ffig
&im and extending until the later of 
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(a) the expiration of the last to expire of any Valid Claim included in any 
Progenies Patent Right, Joint Patent Right, Ono Collaboration Patent Right, Wyeth Collaboration 
Patent Right, Wyeth Collaboration Joint Patent Right, Ono Collaboration Joint Patent Right, or 
any Patent Right included in the Wyeth Additional Licensed Rights in such equntry which, in 
any such case, would be infringed by an unlicensed Third Party's Manufacture, use, sale, 
importation, Development or Commercialization of such Product in the Field in such country; 

{b) _ the date on which there is no marketing exclusivity ri_ght with respect to 
the Product in the Field in such country that is conferred as a result of (i) a designation ofthe 
Product as a drug for rare diseases or conditions under Section 526 of the FD&C Act (or the 
equivalent rights in any country outside the United States, including pursuant to Regulation@C)
1

No. 141/2000), (ii) an exclusive right to sell the Product under a Regulatory Marketing 
· ~uthorizat{on pursuant to Section 505(j)(4) of the FD&e Act or otherwise (or the e4.uivalent 
rights in any country outside the United States, including data or marketing exclusivity 
provisions ofDirective 2001/83/EC and Regulation (EC) No. 726/2004), ~iii) FfJA acceptance 
(as that term is defined in Section 505A(d)(3) ofthe FD&C Act) ofpediatric studies submitted 
pursuant to a written request from FDA ( or the equivalent rights in any country outside the 
United States); or (iv) any Iigbt to regulatory marketing or data or other exclusivity substantially 
similar both in nature and in extent as those described in clauses {i).,_(ii) and (iii); and 

(c) the fifteenth (15th) anniversary of the First Commercial Sale of such 
Product in the Tef!ito.ry;provided, however, that notwithstanding the foregoing1 the period set 
forth in this clause ( c) with tespect to any pruticular Product in any particular country shall 
tenninate effective as ofthe first day of any Quarter in which either 

(i) (A) one or more Persons other than Salix or Salix's Affiliates or 
Sublicensees sell one or more Unauthorized Generic Products in respect of such Product in such 
country, and (B) the unit sales of such Unauthorized Generic Product(s) in such country during 
such Quarter amount in the aggregate to more than twenty-five percent (25%) of the 
Unauthorized Generic Product Market in such country for the relevant Product (excluding, for 
purposes ofthis clause (i) only, clause (b) from the definition of "Unauthorized Generic Product 
Market''); or 

(ii) (A) one or more Persons other than Salix or Salix's Affiliates or 
Sublicensees sell one or more Unauthorized Generic Products in such coillltry that would be 
included in the determination oftbe Unauthorized Generic Product Market for the relevant 
Product in such country, and (B) the unit sales of such Unauthorized Generic Product(s) in such 
country during such Quarter amount in the aggregate to more than twenty-five percent (25%) of 
the Unauthorized Generic Product Market in such country for the relevant Product; 

but shall resume, in the case where termination was triggered pursuant to clause (i), if Progenies 
demonstrates to the reasonable satisfaction of Salix, using independent data from IMS or Wolters 
Kluwer or such similar organization repmting pharmaceutical sales information as the Patties 
may agree~ that the unit sales of such Unauthorized Generic Product(s) in respect of such Product 
in such country have fallen below twenty-five percent (g5%) of the Unauthorized Generic 
Product Market in such country for the relevant Product (excluding, for such purpose only, 
clause (b) from the definition of "Unauthorized Generic Product Market") for at least ;hvo (2) 
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consecutive Quarters or, in the case where termination was triggered pursuant to clause (ii), if 
Progenies demonstrates to the reasonable satisfaction of Salix, using independent data from IMS 
or Wolters Kluwer or such similar organization reporting phaimaceutical sales information as the 
Parties may agree, that the unit sales ofsuch Unauthorized Generic Product(s) in respect of such 
Product in such country have fallen below twenty-five percent@._5%) of the Unauthorized 
Generic Product Market in such country for the relevant Product for at least two@) consecutive 
Quarters. If the period set forth in this clause ( c) resumes pursuant to the proviso clause in the 
preceding sentence, then such resumption shall occur effective as ofthe date (either during or 
after such two (g) Quarter period) on which Salix receives notice from Progenies that the 
requirements for resumption as set forth in such proviso clause have been satisfied. 

By way ofexample, if during a Quarter in country X: 

~(l) Persons other than Salix, its Affiliates or Sublicensees sell [5~000] units ofproducts 
that constitute Unauthorized Generic Products in resQect of Product A; and 

tiJ Salix, its Affiliates and Sub licensees sell [14,000] units ofProduct A, 

then the test specified in elause ( c )(i) - [5,OOO]/([5..0OO]+[14,OOO])=(26]% - would be satisfied 
in -respect ofProduct A and the period set forth in this clause (E) would terminate in respect of 
Product A in ~oun!cy' X. 

As an al(ernative exampl~, if during a Quarter in country X: 

(1) Persons other than Salix, its Afiiliates or Sublicensees sell [2,000] units ofproducts 
that constitute Unauthorized Generic Products in respect ofProduct A and [3,000] units of 
products that constitute Unauthorized Generic Products in respect of Product B (which is 
g~nerally recognized as substitutable, on a unit-for-unit basis, for Product A), and 

(2) Salix? its -Affiliates and Sublicensees sell [7,()00] units of Product A and [7,000] units 
of Product B, 

then the test specified in clause (c)(i)- [2,000]/([2,000+7,000))=[22]%-would not be 
satisfied in respect ofProduct A, bu~ the test speeified in olause (c)(ii) -
((2,OOO+3,OOO])/([2,OOO+3,OO0+7,OOO+7,OOO])=11§]% - would be so satisfied and the period 
set forth in this clause (£) would terminate in resp~ect ofProduct A in country JG. 

1.133. "Safety Agreement" has the meaning set forth in Section 12.7. 

1.134. "Salix,' has the meaning set forth in the first paragraph hereof. 

1.135. "Salix COGs" has the meaning set forth in Schedule 1. 135. 

l.136. ""Salix Collaboration Know-How,, means any Know-How relating to the 
Compound or any Product, as and to the extent Controlled at any time dming the Term by Salix 
or its Affiliates (as determined in accordance with Section 7.l(a)), that is made or created in the 
course of and arising out of the Collaboration solely by employees or agents of Salix or any of its 
Affiliates or Sublicensees. 
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1.137. "Salix Collaboration Patent Rights" means any Patent Right, as and to the extent 
subsisting and as and to the extent Controlled at any time during the Term by Salix or its 
.Affiliates, that claims inventions made solely by employees or agents of Salix or any of its 
Affiliates or Sublicensees (as determined in accordance with Section 7.l{a)) in the course of and 
arising out of the Collaboration that, if issued, would be infringed by an unlicensed Third Party's 
Manufacture, use, sale, importation, Development or Commercialization of the Compound or 
any Product. 

1.138. "Salix Collaboration Technology" means Salix Collaboration Know-How and 
Salix Collaboration Patent Rights. 

1.139. "Salix Competitor" means any of those companies set forth in Schedule 1.139, 
and their successors. 

1.140. "Salix Indemnified Party" has the meaning set forth in Section 11.2. 

1.141. "Salix Independent Patent Rights" means any Patent Right, as and to the extent 
subsisting and as and to the extent Controlled by Salix or its Affiliates, that, if issued, would be 
infringed by an unlicensed Third Party's Manufacture, use, sale, importation, Development or 
Commercialization of the Compound or any Product, other than the Progenies Patent Rights, 
Joint Patent Rights, Wyeth Collaboration Patent Rights, Wyeth Collaboration Joint Patent 
Rights, Ono Collaboration Patent Rights, Ono Collaboration Joint Patent Rights, and Salix 
Collaboration Patent Rights. 

1.142. "Salix Non-Defaulting Termination" has the meaning set forth in Section 
13.22(b). 

1.143. "SEC" has the meaning set forth in Section 8.4. 

1.144. "~itrttafl" has the meaning set forth in Section 111W'1.91-

1.145. "SPC' has the meaning set forth in the definition ofPatent Term Extension. 

1.146. "Specified Producf' has the meaning set forth in Section 1.168. 

1.147. "Subject Agreements" means the:· Agreement, the 8-. 
Agreement and related agreements, the ,!ii;m;in . Agreement, and the ®, Agreement. 

1.148. "Subject Country" has the meaning set forth in Section 9.2(n)(iv). 

1.149. "Subject Documentation" has the meaning set forth in Section 9.2(n)(i). 

1.150. "Subject Law" has the meaning set forth in Section 9.2(n)(iv). 

1.151. "Sublicense" means, directly or indirectly, to sublicense, grant any other right 
with respect to, or agree not to assert, any right licensed to Salix under this Agreement. When 
used as a noun, "Sublicense" means any agreement to Sublicense. 
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1.152. "Sublicense Revenue" means all payments directly or indirectly by or on behalf of 
a Sublicensee to Salix or its Affiliates relating to, or resulting from, in either case directly or 
indirectly, an arrangement respecting any one or more of a Sublicense or Compound or Product 
or sales thereof, including (a) all upfront and other payments payable to Salix upon execution of 
a Sublicense with a Sublicensee in respect of Salix's rights hereunder; (b) all development, 
regulatory, commercialization or other milestone payments for milestones under any such 
Sub license; ( c) all license maintenance fees under any such Sublicense; ( d) all payments to Salix 
for the supply of Products; (e) all payments to Salix under any such Sublicense for the 
reimbursement of research and development costs incurred by Salix; (f) the fair market value of 
any equity securities issued in respect of any such Sublicense to Salix that exceeds any amount 
paid by Salix for such securities; (g) the amount by which any amount paid by a Sublicensee to 
Salix for equity securities issued to such Sublicensee in respect of any such Sub license exceeds 
the fair market value of such equity securities; (h) all royalties, profit share payments and other 
payments based on the sales of Products; and (i) the fair market value of any other form of 
consideration paid to Salix by a Sublicensee for a Sublicense granted by Salix pursuant to this 
Agreement, but excluding in all cases Salix COGs to procure or Manufacture Products for which 
payments under clause {d) above are made to Salix and Salix's actual cost to perform activities in 
and specifically for the sublicensed territory for which payments under clause ( e) above are made 
to Salix. The amount of Sublicense Revenue for any Quarter shall be reduced by any amount of 
Sublicense Revenue previously received by Salix that Salix is required to return or refund to the 
payor thereof during such Quarter. 

1.153. "Sublicense Revenue Report" has the meaning set forth in Section 6.6(b ). 

1.154. "Sublicensee" means any Third Party who is granted a Sublicense. 

1.155. "Sued Party" has the meaning set forth in Section 7.4(d). 

1.156. "Term" has the meaning set forth in Section 10.1. 

1.157. "Termination Agreement'' has the meaning set forth in the Background. 

1.158. "Territory" means the entire world, excluding, subject to the provisions of Section 
2.12, Japan. 

1.159. "Third Party" means any Person other than Salix, the Progenies Parties or their 
respective Affiliates. 

1.160. "Third Party IP Rights" has the meaning set forth in Section 7.4(b). 

1.161. "Third Party License" has the meaning set forth in Section 6.5( d). 

1.162. "Title 11" shall have the meaning set forth in Section IO. I I. 

1.163. "Trademar'/t' means any trademark, service mark, trade name, trade dress, brand 
name, product shape, logo, slogan, design, design rights, or any other similar designation of 
source or origin, whether or not registered, and all statutory and common law rights therein and 
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registrations and applications therefor, together with all goodwiJJ symbolized by any of the 
foregoing. 

1.164.. "Trademark Countries" has the meaning set forth in Section 9.2(m)(ii). 

1.165. "Transition Agreement' has the meanjng set forth in Section 5.2(a). 

1.166. "Triad Recall" has the meaning set forth in Section 12.8(cl). 

1.167. "Unauthorized Generic Producf' means, with respect to any Product, on a 
Product-by-Product basis, a phannaceutical product (other than the Product itself) sold by an 
unlicensed Third Party that contains the Compound and gains Regulatory Marketing Approval 
for one of the same indications as such Product without de novo evidence of safety and efficacy, 
such as through an abbreviated new drug application as defined in 21 U.S.C. 355G) or an 
application submitted pursuant to 21 U.S.C. 355(b)(2) (or their equivalent outside the United 
States). 

1.168. "Unauthorized Generic Product Market' means, for any Quarter with respect to 
~y Product in any country in the Territory (the "Specified Product'),~ sum of (a) the sumo( 
(i) the units sold of the Specified Product in such country in sucll Quarter by Salix~ its Affiliates 
and Sublicensees, plus (ii) the units sold in such country in such Quarter of all products which 
are Unauthorized Generic Products to the Specified Product, plus (b) the sum ofO) the units sold 
in such country in such Quarter of all products which are Unauthorized Generic Products to one 
or more Products ( other than the Specified Product) sold by Saljx, its Affiliates and Sublicensees 
that are generally recognized as substitutable(''Other Product(s)"), including through off-label 
prescription or use, on a unit-for-unit basis for the Specified Product, plus (ii) the units sold in 
such country in such Quarter by Salix, its Affiliates or Sublicensees ofall Other Products. 
Unauthorized Generic Product sales shall be determined using independent market data (where 
available) published by IMS, Wolters Kluwer or such similar organization reporting 
pharmaceutical sales inf onnation as the Parties may agree. 

1.169. "United States," '·US." or "USA" means the United States of America, its 
territories and possessions, including Puerto Rico. 

1.170. "University ofChicago" has the meaning set forth in Section 2.4(a). 

1.171. "UR Labs" has the meaning set forth in Section 13.22. 

1.172. "UR Labs-Progenies Agreement' has the meaning set forth in Section 13.22. 

1.173. " Valid Claim" means, with respect to a paiiicular Product and country, a claim of 
a patent application or an jssued and unexpired patent that has not lapsed, been canceled or 
become abandoned or been held unpatentable, revoked, unenforceable or invalid by a decision of 
a court or other governmental agency of competent jurisdiction, unappealable or unappealed 
withm the time allowed for appeal (except, in both cases, to the United States Supreme Court or 
any similar court of final appeal that hears matters at its discretion in a jurisdiction other than the 
United States), and that has not been admitted to be invalid or unenforceable thrnugh reissue, 
disclaimer or otherwise. If a claim of a pending patent application has not issued as a cla1m of an 
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issued patent within seven (7) years after the earliest priority date for such claim, then such claim 
shall cease to be a Valid Claim unless and until such claim becomes an issued claim of an issued 
patent. 

1.174. "Voting St ode' has the meaning set forth in the defiru tion of Change in Control. 

Ll75. '~Wyeth" means Wyeth LLC, a Delaware limited liability company, or as 
appropriate, collectively Wyeth, acting through Wyeth Pharmaceuticals Division, Wyeth 
Whitehall Pharmaceuticals, Inc. and Wyeth Ayerst Lederle, Inc. 

1.176. "Wyeth Additional Licensed Rights" means those Patent Rights, Know-How and 
other rights under which Wyeth grants a license to Progenies as provided in Section 6.4.1 of the 
Tennination Agreement. 

1.177. "Wyeth Agreement' has the meaning set forth in the Background. 

1.178. "Wyeth Collaboration Joint Know-How', means the "Joint Know-How" as such 
tem1 is defined in the Wyeth Agreement, as and to the extent such rights are Controlled by 
Progenies or its Affiliates as of the Effective Date or at any time during the Tenn, which relates 
to the Compound or a Product or to the use of the Compound or a Product. 

1.179. "Wyeth Collaboration Joint Patent Rights" means the "Joint Patent Rights" as 
such tem1 is defined in the Wyeth Agreement, as and to the extent such rights subsist and as and 
to the extent Controlled by Progenies or its Affiliates as of the Effective Date or at any time 
during the Term, which relate to the Compound or a Product or to the use of the Compound or a 
Product. 

1.180. "Wyeth Collaboration Know-How'' means the "Wyeth Collaboration Know-How" 
as such term is defined in the Wyeth Agreement, as and to the extent Controlled by Progenies or 
its Affiliates as of the Effective Date or at any time during the Tetm, which relates to the 
Compound or a Product or to the use of the Compound or a Product. 

1.18L "Wyeth Collaboration Patent Rights" means the "Wyeth Collaboration Patent 
Rightsn as such term is defined in the Wyeth Agreement, as and to the extent such rights subsist 
and as and to the extent Controlled by Progenies or its Affiliates as of the Effective Date or at 
any time during the Te1m, which relate to the Compound or a Product or to the use of the 
Compound or a Product. 

1.182. "Wyeth Independent Patent Rights" means the ~-wyeth Independent Patent 
Rights" as such te1m is defined in the Wyeth Agreement. 

1.183. ''"Yi!§.Q!Jled Patent Rights" means those Patent Rights to be licensed by Ypsomed 
AG to Progenies pursu~ t to a Third Party Agreement contemplated between YpsomedAG and 
Progenies, as and to the extent such Patent Rights subsist and claim inventions made on or prior 
to the Effective Date and as and to the extent Controlled by Progenies, Progenics's Afiiliates, 
Salix or Salix's Affiliates as of the Effective Date or at any time during the Tem1. 
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2. LICENSE GRANTS AND RELATED MATTERS 

2.1. License from Progenies to Salix. Subject to the terms and conditions of this 
Agreement, the Progenies Parties hereby grant to Salix, and Salix hereby accepts in respect of 
the Licensed Technology and the Progenies Parties' interest in the Joint Technology: 

(a) the exclusive license, even as to the Progenies Parties and their Affiliates, 
with the right to grant Sublicenses in accordance with Section 2.2, (i) to Develop the Compound 
and Products in the Territory for use and Commercialization in the Field in the Territory and (ii) 
to Commercialize Products in the Field in the Territory; and 

(b) a non-exclusive license, with the right to grant Sublicenses in accordance 
with Section 2.2, to Manufacture or have Manufactured in the Territory (i) Products for use or 
Commercialization by Salix and its Sublicensees under the license granted under Section 2.l(a) 
and (ii) Compound for incorporation into such Products. 

Salix acknowledges that with respect to any Progenies Technology and any of the Progenies 
Parties' rights in the Wyeth Collaboration Joint Patent Rights, the Wyeth Collaboration Joint 
Know-How, the Wyeth Collaboration Patent Rights, the Wyeth Collaboration Know-How, the 
Ono Collaboration Joint Patent Rights, the Ono Collaboration Joint Know-How, the Ono 
Collaboration Patent Rights, the Ono Collaboration Know-How, the Wyeth Additional Licensed 
Rights, and the Ono Additional Patent Rights that are Controlled by the Progenies Parties 
pursuant to Progenies Third Party Agreements, the license granted in this Section 2.1 is subject 
to the rights of the Third Party licensors under such Progenies Third Party Agreements. 

Subject to the terms and conditions of this Agreement, Progenies retains the non-exclusive, non­
transferable, non-licensable right under the Progenies Technology and Joint Technology solely to 
make, have made, import, export and use the Compound and Develop the Compound and the 
Products, in each case solely for the purpose ofperforming its obligations under this Agreement. 

2.2. Sublicenses. 

(a) The licenses granted to Salix in Section 2.1 shall include the right to grant 
Sublicenses through multiple tiers of Sublicensees (i) in the Human Field in the Territory other 
than the United States and (ii) in the Non-Human Animal Field in the Territory. In order to 
facilitate the operation of the provisions of Section 6.4, Salix agrees that it will not "bundle" a 
Product for Sublicensing with one or more other products that are not Products or offer a Product 
for Sublicensing to encourage the licensing or sublicensing by the Sublicensee of one or more 
products that are not Products without first reaching an agreement with Progenies, to be 
negotiated between Progenies and Salix in good faith, in respect of the appropriate allocation, in 
accordance with Applicable Law, the definition of"Sublicense Revenue," and Section 6.4, ofthe 
gross amount to be received by Salix under any such arrangement between the Product and other 
products in the bundle or group. 

(b) Salix shall, to the extent practical, inform Progenies reasonably in advance 
of the execution of any Sub license that Salix expects to grant under this Agreement in respect of 
a Major Market Country or . l or~- and shall promptly (and, in the case ofmaterial 
items, within D @) Business Days) provide to Progenies (i) notice of any Sublicense granted 
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by Salix under this Agreement setting forth in reasonable detail the nature of such Sublicense 
and the identity of the Sublicensee and (ii) unredacted English-language copies of any agreement 
with a Third Party granting such S ublicense. 

(c) Each Sublicense entered into by Salix shall contain (i) confidentiality, 
exclusivity, reporting and access to data and information obligations comparable to those set 
forth herein as and to the extent relevant to the exercise by Progenies of its rights hereunder, and 
(ii) provisions adequate to ensure that (A) neither of the Parties will be precluded during or after 
the Tenn from Manufacturing, Developing and Commercializing the Compound or Products as 
contemplated hereby pursuant to the Licensed Technology and the licenses granted pursuant 
hereto as a result ofany invention, development or discovery, as and to the extent Controlled by 
the Sublicensee or its Affiliates, that is made or created in the course of or arising out of 
Manufacturing, Development and Commercialization activities of the Sub licensee or any of its 
Affiliates or Sublicensees under the relevant Sublicense, (B) the Progenies Parties shall have the 
benefit of all indemnification rights, ifany, provided to Salix under such Sub license, (C) the 
amount of Sub license Revenue in respect of such Sub license paid to Progenies pursuant to 
Section 6.4 shall at no time be less than the amount, if any, Progenies or an Affiliate is required 
to pay as royalties in respect of sales of Products ursuant to such Sub license to the University of 
Chicago under the 1985 Agreement and to · • • 's heirs under the Mffl§lj 
Agreement (as such agreements exist on the Effective Date), and (D) Progenies will be provided 
or have access to net sales information in respect of sales of Products pursuant to such 
Sublicense sufficient to satisfy Progenies' reporting obligations under the 1985 Agreement and 
the Agreement (as such agreements exist on the Effective Date). For the avoidance of 
doubt, in respect ofthe operation of clause (C) of this Section 2.2( c ){ii) the Parties agree and 
acknowledge that the combined ef!ective royalty ~ate under the 198.5 A eement and.~e!I 
A eement as such agreements exist on the Effective Date for the G • __ tI and o · • 

•a"'· is iB§%. 

(d) Salix hereby guarantees the performance of its Sub licensees and shall 
remain responsible to Progenies for full compliance with the terms of this Agreement, including 
all diligence, payment and reporting obligations. No Sublicense granted by Salix hereunder shall 
relieve Salix of any of its obligations under this Agreement. 

(e) The Parties agree that appointment by Salix of any bona fide 
pharmaceutical wholesalers or providers ofpharmaceutical distribution services shall not 
constitute a sublicense for purposes of this Section 2.2. 

2.3. Direct Licenses to Affiliates. Salix may at any time request and authorize 
Progenies to grant licenses in respect of the rights licensed to Salix in Section 2.1 (including the 
right to Sub license as set forth in Section 2.2) directly to wholly owned Affiliates of Salix by 
giving notice designating to whom a direct license is to be granted. Upon receipt of any such 
notice, Progenies shall enter into and sign a separate direct license agreement with such 
designated Affiliate of Salix. All such direct license agreements shall be consistent with the 
terms and conditions of this Agreement, except for such modifications as may be required by 
Applicable Law;provided, however, that Progenies shall have no obligation to enter into any 
such direct license agreement if the effect ofentering into such agreement ( and continuing as a 
Party to this Agreement) would be to increase the level of obligations owed by or risks assumed 
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by Progenies, or decrease the consideration owed to Progenies, relative to the obligations owed 
by, risks assumed by, or consideration owed to Progenies w1der this Agreement or otherwise 
adversely affect Progenies. In countries where validity of the direct license agreement requires 
governmental approval or registration, such direct license agreement shall not become binding 
between the parties thereto until such approval or registration is granted, which approval or 
registration shall be obtained by Salix. All costs ofmaking a direct license, including 
Progenics's reasonable attorneys fees, under this Section 2.3 shall be borne by Salix. Salix shall 
be responsible to Progenies for the perfonnance of its Affiliates under such direct licenses. 

2.4. Certain Matters Relating to the University of Chicago. 

(a) The Paiiies hereby acknowledge that, pursu!lilt to that ce11ain Jetter 
agreement (the "2001 Agreement") dated as of20 S~__!_ember 200t by and among the University 
of Chicago, on behalf of itself and its affiliate ARCH Development Co!!Joration (the "University 
ofChicago"), and ;Progenies, Progenies has been granted a right of first refusal to negotiate a 
~c'Mis~ with respect to ce11ain inventions Contro1led by the University of Chicago. Progenies 
shall (i) 12romptly give Salix notice ofany such inventions that are subject to_Progeip.~s's right of 
first refusal under the 2001 Agreement ofwhich Progenies becomes aware and (ii) if J?rogenics 
determines ta enter into a license with the University of Chicago to license any such inventions, 
offer Salix an opportunity to participate~. on terms r~asonably satisfactocy to Pro eniGs and Salixl 
in such license. 

. (b) The Parties hereby acknowledge that hogenies entered into an Option 
!Agreement with the University of Chicago, dated as of2 March 2006 (the "2000 Option''), and 
~0ptiqnAgreement with the Univ~rsit)! of Chicago~ dated as of 12 September 2007 (the "2007 
,Opjion~,). The Parties further acknowledge that, pursuant to Section 3(A) of the 2006 Option and 
Section B(~j of the 2007 Optiop, Progenies a.greed to make annual payments to the University or 
·chicago

2 
in each case equal to, at a maximum, one hundred and forty thousand dollars 

($140,000). Progenies shall continue to make such payments for so long as Salix may direct, and 
fur so long as Progenies continues to make such payments at the direction ofSalix, Salix shall 
reimburse Pi:ogenics for the amount of such payments upon receipt ofan invoice in respect 
thereof from Progenies. Progenies shall provide Salix with notice of any notification that it may 
receive from the University of Chicago pursuant to the 2006 0Qtion or the 2007 Option or any 
determination that.Erogenics itselfmay make that it may be desirable to obtain a license as 
contemplated by said agreements. Such notice shall be provided by Progenies promptly 
following its receipt of any such notification or its making of any such determination and in a 
manner appropriate to provide Salix. with a reasonable oppottunity to participate in an~ 
Discussions by Progenies and the University ofChicago in respect thereof as contemplated by the 
Q006 Option or the 2007 Optiont as the case may be. Salix sliall have the right, eitlier directly on 
through Progenies, as Progenies and the University of Chicago may agree, to participate in any 
,c:iiscussions that may be conducted pursuant to the 2006 Option or tbe 2007 Option. Prpgenics, 
shall (subject to Salix2s agreeiug to bea£ any related cost or expense) exercise the 2006 Option o~ 
the 2007 Optiop_, as the case may be, as directed by Salix and otheI;Wise offer Salix an 
opportunity to participate, on terms reasonably satisfactory to Pro genies and Salix, in the benefits 
of any exercise ofthe 2006 Option or the 2007 Option, as the case may be. 
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2.5. License from Salix to Progenies. Salix hereby grants to Progenies an exclusive, 
perpetual, irrevocable, royalty-free, fully paid-up license under the Salix Collaboration Patent 
Rights and the Salix Collaboration Know-How, and an exclusive, perpetual, irrevocable, royalty­
free, fully paid-up license under Salix's interest in the Joint Patent Rights and Salix's interest in 
the Joint Know-How, in each case with a right to sublicense, to research, make, have made, use, 
Develop, sell, offer to sell or use, have sold, market, promote, import, export, or otherwise 
Commercialize the Compound or any Products outside the Field or outside the Territory, without 
any compensation or royalty relating thereto. Progenies shall timely notify Salix of any 
sublicenses. An agreement with any sublicensee shall provide that such sublicense is consistent 
with and subject to the material terms and conditions of this Agreement, including without 
limitation the material obligations ofProgenies hereunder. 

2.6. Enforcement of Non-Assertion of Rights Covenants. Each Progenies Party 
shall cooperate with Salix and take such actions as Salix may reasonably request, and Salix shall 
reimburse each Progenies Party's reasonable costs resulting from actions so requested, as may be 
necessary to permit Salix to exercise, for the benefit of Salix and its Affiliates and Sub licensees, 
the Progenies Parties' rights (a) under the Termination Agreement to prevent Wyeth from 
asserting any Wyeth Independent Patent Rights against the Progenies Parties or any of their 
licensees and (b) under the Ono Agreement to prevent Ono from asserting any Ono Independent 
Patent Rights against the Progenies Parties or any of their licensees. For the avoidance ofdoubt, 
this Section 2.6 shall require the Progenies Parties to consent to be joined, with the Progenies 
Parties' reasonable costs to be reimbursed by Salix, as a party to any action required to enforce 
the rights identified in the preceding sentence, but shall not obligate any Progenies Party to 
indemnify or defend Salix in respect ofany such action. 

2.7. Non-Assertion of Progenics's Rights; Non-Exclusive License Grant; Non-
Assertion by Salix. 

(a) Non-Assertion of Progenics's Rights. Progenies shall not, and shall 
cause its Affiliates not to, bring any action asserting that the exercise by Salix, its Affiliates or 
Sublicensees of the rights granted by Progenies to Salix under this Agreement infringes or would 
infringe any Patent Rights Controlled by Progenies or its Affiliates. 

(b) Non-Exclusive License from Salix to Progenies. In the event that the 
exercise by Progenies, its Affiliates, licensees (including Ono), or sub licensees of the rights 
granted by Salix in Section 2.5 would infringe any Patent Rights Controlled by Salix or its 
Affiliates, and which Patent Rights are not covered by the grant in Section 2.5, Salix hereby 
grants to Progenies, its Affiliates, licensees and sublicensees to the extent Salix is legally able to 
do so, a non-exclusive, sublicensable, royalty-free license outside the Territory under such Patent 
Rights solely to the extent necessary for Progenies, its Affiliates, licensees and sublicensees to 
exploit the rights granted to Progenies and its Affiliates under Section 2.5. 

(c) Non-Assertion by Salix. Salix shall not assert any Salix Independent 
Patent Rights against Progenies, its Affiliates or its licensees or sublicensees relating to the 
Development, Commercialization or other exploitation of the Compound or any product 
containing the Compound outside the Territory or outside the Field. 
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2.8. Fully Paid-Up, Royalty Free License. After expiration of the Royalty Period for 
any Product in a particular country, the license granted to Salix under Section 2.1 with respect to 
such Product in such country shall be a fully paid-up, perpetual, non-exclusive, irrevocable, 
royalty-free license. 

2.9. Know-How Disclosure and Transfer. 

(a) By Progenies. Commencing immediately after the Effective Date, 
Progenies shall as pron1ptly as reasonably practicable disclose the then-existing Licensed Know­
How in its Control to Salix. During the Tenn, Progenies shall promptly disclose to Salix all 
Licensed Know-How and Joint Know-How, in each case that is developed by Progenies or 
otherwise comes into Progenics's Control. Disclosure ofKnow-How by Progenies as provided 
in this Section 2.9~) shall be accomplished through: Q2 the transfer ofctata and infom1ation 
stored on the computeF system of Prog(;nics for Registrational Filings and Regulatory Approvals 
for Products being Developed or: Commercialized by Sali~ and ~ny communications with 
Regulatoey AuthOFities regarding those Products; and (ii) the delivery of information and 
materials in the form in which they are currently, and will be, held by Pro~nics. In addition, 
Progenies shall use Commercially Reasonable Efforts to cause Wyeth and Ono to provide, for 
delivery to Salix, relevant aata and infom1ation which Wyeth and Ono are obligated~ under the 
[fer.winatiQn Agreement and the Ono AgreemeQt, re~pectj_vely, to provide to Pr"Qgeµics. The 
provisions of this Section 2.9 are in addition to, and not by way of limitation of, the provisions of 
the Transition Agreement. 

(b) By Salix. During the Tenn, Salix shall promptly disclose to Progenies any 
Joint Know-How and Salix Collaboration Know-How. 

2.10. Costs of Assistance. Each Progenies Paiiy shall perform the activities it is 
required to perform under Sections 2.6 and 2.9(a), Article 3, Sections 4.5 and 4.6, Section 5.2(c) 
and ( d) and Articles 7 and 12, except as otherwise specifically provided therein, at no charge to 
Salix. If Salix shall request that a Progenies Party perform any other activities in connection 
with the Collaboration or the Commercialization and Development of the Compound or any 
Product, then Salix shall reimburse the applicable Progenies Party for any and all costs the 
Progenies Party incurs, including out-of-pocket costs (including travel) and personnel costs at the 
FTE Rate. Salix shall reimburse the applicable Progenies Pru1y for such costs within thirt,½ @0) 
days of Salix's receipt of an invoice therefor accompanied by reasonable documentation. Salix 
shall have no obligation to reimburse any Progenies Party for auy costs that may be incurred by 
the Progenies Parties or their Affiliates in respect of any activity, whether or not relating to the 
Collaboration, tbat is not specifically requested by Salix in writing. 

2.11. No Implied Rights. Except as expressly provided in this Agreement, neither 
Party shall be deemed to have granted the other Party nny license or other right with respect to 
any intellectual property of such Party. 

2.12. Japan. Provided that Salix is at such time in compliance in all material respects 
with its obligations under this Agreement, in the event that at any time the Ono Agreement 
should terminate or be modified with the result that rights in respect ofthe Development, 
Commercialization or Manufacture of Products in Japan licensed or otherwise granted by 

27 



CONFIDENTIAL TREATMENT 

Progenies to Ono pursuant to the Ono Agreement revert to or otherwise come to be Controlled, 
directly or indirectly and in any manner whatsoever, by Progenies or its Affiliates, then the terms 
of this Agreement shall automatically, without further action by either Party and without any 
further payment by or on behalf of Salix, be, and they are hereby, amended to expand and extend 
the license grants, territory and other rights of Salix set forth in this Agreement to cover and 
include the license grants, territory and other rights so reverting to or otherwise coming to be 
Controlled, directly or indirectly, by Progenies or its Affiliates. In connection with any 
acquisition by Salix of rights in respect of Japan pursuant to this Section 2.12, Progenies shall 
use its good faith efforts to ensure the transfer and conveyance to Salix of all such rights in 
Regulatory Approvals, trademarks, trade names and similar intellectual property rights, rights 
under Third Party agreements relating to Products or their Development, Commercialization or 
Manufacture, and Clinical Data, Know-How and other information relating to Products, in each 
case relating to Japan, which Progenies may Control or have the right to transfer or assign or 
with respect to which Progenies may reasonably be able to obtain Control or the right to transfer 
or assign. 

2.13. Other Progenies Products. 

(a) New Progenies Opioid-Induced Constipation Product. Progenies 
agrees that, in the event it or any of its Affiliates desires to grant a license or similar right to a 
Third Party in respect of any product or compound (other than the Compound or Products) that is 
Developed, or that Progenies or any of its Affiliates intends to Develop or Commercialize or 
permit to be Developed or Commercialized, in respect of the diagnosis, treatment or prevention 
of opioid-induced constipation (a "New Progenies OJC Producf'), Salix shall have a right of 
first negotiation with respect to such license, as follows: 

(i) Progenies shall not, and shall cause its Affiliates not to, enter into 
any agreement or other legally binding arrangement with any Third Party in respect of the grant 
of a license or other right by Progenies or any of its Affiliates to permit the Development or 
Commercialization of a New Progenies OIC Product without first having complied with the 
provisions of this Section 2.13. 

(ii) In the event Progenies or any of its Affiliates should propose to 
grant any such license or other right, Progenies shall notify Salix of the proposed grant (the 
"License Notice"). Salix may exercise its right of first negotiation in respect of such proposed 
grant by means of notice given to Progenies within . (~lb days of the date of the License 
Notice. 

(iii) In the event Salix J!!OVides timely notice of its exercise of its right 
of first negotiation, then for a period of (gf)) days beginning on the date of the License 
Notice, the Parties shall negotiate in good faith in respect of the terms upon which the proposed 
license might be granted by Pro genies to Salix. During such {[g) day period, Progenies 
shall negotiate exclusively with Salix and shall not pursue negotiations with, nor provide 
information regarding the licensing opportunity to, any other Person. 

(iv) If (A) Salix does not provide timely notice of its exercise of its 
right of first negotiation or (B) the Parties are unable to conclude an agreement in respect of such 
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license during the [i'wi,&i {gg)-day period specified in Section 2.13(a)(iii) and, in the case of this 
clause (B), Salix does not notify Progenies that it wishes to continue negotiations with Progenies, 
Progenies shall then be free to pursue and enter into agreements with Third Parties and Salix 
shall have no further rights in respect of such New Progenies OIC Product. 

(v) If the Parties do negotiate pursuant to Section 2.13(a)(iii) but are 
unable to conclude an agreement in respect of such license during the ~ ~-day period 
specified in Section 2.13(a)(iii) and Salix notifies Progenies that it wishes to continue 
negotiations with Progenies, then the Parties shall continue to negotiate in good faith but 
Progenies shall be free from and after the end of such pifr8i ~)-day period to negotiate and 
enter into agreements with Third Parties on terms no less favorable to Progenies, as a whole and 
using consistent methodology and taking into accountthe capabilities and resources and 
expected performance of Salix and such Third Party, than those offered by Salix; provided, 
however, that ifProgenies does not enter into an agreement within $im <am) months after the 
date ofthe License Notice, then Progenies must, after such date, provide Salix with a new 
License Notice and must again fulfill the other requirements ofthis Section 2.13(a) if it or any of 
its Affiliates desires to grant a license or other right to a Third Party to permit the development or 
commercialization of such New Progenies OIC Product. Progenies shall provide to Salix the 
same data and information package relating to any licensing opportunity that is the subject of a 
License Notice as it provides to any Third Party in respect of such opportunity. 

(b) Other New Progenies Products. Progenies agrees that, if at any time 
prior to a Change in Control of Salix, Progenies or any of its Affiliates desires to grant a license 
or similar right to a Third Party in respect of any product or compound ( other than the 
Compound or Products) that is not a New Progenies OIC Product, it shall provide Salix with 
notice and information in respect of such product or compound reasonably in advance of 
granting such license or similar right to a 1bird Party and, at Salix' s request, shall provide Salix 
with an opportunity to propose and discuss a potential licensing or collaboration arrangement 
between Progenies and Salix in respect of such product or compound. Nothing in this clause (b) 
shall obligate Progenies to enter into any agreement with Salix in respect ofany product or 
compound addressed hereby or condition or delay Progenics's right to pursue discussions with 
any other Person in respect of a license or similar right in respect of any product or compound as 
to which it may have provided a notice to Salix hereunder. 

3. GOVERNANCE OF COLLABORATION 

3.1. Joint Committees. 

(a) Creation. Within-<B:a) days following the Effective Date, the 
Parties shall establish a Joint Steering Committee ("JSC") to oversee, review and coordinate the 
Development, Manufacture and Commercialization ofProducts in the Territory and a Joint 
Development Committee ("JDC'') to oversee, review and coordinate the Development of 
Products in the Territory (each ofthe JSC and JDC, a "Committee", and collectively, the 
"Committees"). The Committees shall serve solely as a forum for the regular exchange of 
information between the Parties and shall have no authority to bind, or limit the rights of, either 
Party. 
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(b) Functions of JSC. Without limiting Section 3.l(a) or any other functions 
the Parties agree to delegate to the JSC, the JSC shall: 

(i) consider such matters as may be referred to it by the JDC; 

(ii) review the progress of obtaining Regulatory Marketing Approvals 
and other Regulatory Approvals; 

(iii) review and approve 'pre-launch and launch activities, and seek to 
coordinate Development and Commercialization activities of the Parties and their licensees and 
Sublicensees with the objective ofmaximizing global sales of Products; 

(iv) discuss and approv~ strategJ and principal sales and promotion 
plans, including the Development Plan~ Commercialization Plan, Product Labeling and 
Promotional Materials and Jvl~ufacturing ofProducts; 

(v) review progress of Commercialization efforts., including sales 
results, sales activities and any material factors im_peding such efforts; 

(vi) discuss and analyze any future developments or other 
circumstances affecting Refil!latorr Marketing Approvals or sales and marketing of Products; 

(vii) decide whether ITTs advisable to DeveloQ additional Product~; 

(viii) establish such subcommittees or task forces to investigate and 
make recommendations with respect to particular matfors, including Development and 
Commercializ~tion, as the JSC deems necess or advisable; 

(ix} discuss and consider from time to time as ap2ropriate ~e 
feasibility and advjsability <?f pursuing Development and Commercialization of Products in 
China and Taiwan; and 

(x) othe1wise facilitate pommunications between the Parties, including 
by coordinating and maintaining contact information for key persom1el in each Party's 
organization with oversight ofDevelopment or Commercialization activities relating to Products. 

(c) Functions of JDC. Without limiting Section 3.l(a) or any other functions 
the Parties agree to delegate to the JDC, the JDC shall: 

(i) establish strategies for Lhe DevelopmcnJ and Regulatory Approval 
of the C9mpound and the Products in the Territory; 

(ii) review the Development Plan and updates thereto, but in no event 
less tlian once annually, and make recommendations in respect thereof to the JSC; 

(iii) review and discuss the implementation of the Development Plan., 
once approved by the JSC; 
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(iv) review and approve protocols for all clinical trials commenced 
after the Effective Date; 

(v) review progress of all clinical trials (including any on.-going 
clinical trials commenced prior to the Effective Date); 

(vi) establish strategy for Manufachuing of Products for supply of 
clinical trials; 

(vii) if the JSC determines it is advisable to Develop an additional 
Product, establish a strategy for Development and Regulatory Ap.2.roval of the additional 
Product; 

(viii) facilitate the exchange ofall Developme~t infonnation and data 
between the Parties; 

(ix) support tr&lsi~on from Developm~t to Commercialization efforts 
for Products; and 

(x) provide updates on its activities an_Q achievements to the JSC. 

3.2. Membership. Each of the JSC and JDC shall be comprised of two (i) 
representatives from each of Salix and Progenies, selected by such Party. Each of Salix and 
Progenies may replace either or both of its representatives on such Committees at any time by 
providing prior notice to the other Party. Other representatives of Salix or Progenies may attend 
Committee meetings as non-voting attendees;providedthat such representatives are bound by 
obligations of confidentiality and non-use with respect to any Confidential Info1mation disclosed 
in the course of such meetings at least as stringent as those set forth in this Agreement. 

3.3. Committee Meetings. Each C01mnittee shall meet (a) quarterly until twenty-four 
(24) months after the Effective Date and thereafter semi-ammally; and (b) as otherwise 
determined by the chairperson. Such meetings shall be joint meetings of the Committees if so 
requested by the chairperson, and shall be conducted in person or by videoconference or 
teleconference. In-person meetings shall alternate between Tanytown, New York and Ralejg~ 
North Carolina. A quorum ofthe Committee shall exist whenever there is present at or 
participating in a meeting at least one representative appointed by each Party. Each Party shall 
bear its own personnel and travel costs and expenses relating to Committee meetings. Each 
Committee shall follow such other administrative procedures as it may adopt for the efficient 
conduct of its meetings and other matters. 

3.4. Committee Officers; Minutes. 

(a) Salix shall select one of its representatives on each Committee to be the 
chairperson of such Committee. The chairperson shall call meetings of the Committee no less 
frequently than contemplated by Section 3.3, prepare and circulate an agenda for each meeting 
reasonably in advance (have due regard to any relevant circumstances) of such meeting, and 
chair all meetings of the Committee. The chairperson may, in his or her absence, delegate 
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responsibility for chairing meetings of the Committee to the other Salix representative on such 
Committee. 

(b) Progenies shall select a secretary to prepare and circulate the meeting 
agendas and minutes. Such minutes shall be distributed in draft form not later than lyj[eij ~) 
days following each meeting and shall be deemed accepted and effective unless Salix has 
objected to the same within ~ (l!I,Q) days of its receipt of such minutes. Any such objection shall 
be noted in the minutes. Final minutes shall be promptly distributed to the Parties. 

3.5. Decision-Making. 

(a) For the avoidance ofdoubt, neither Committee shall have the power to 
amend the terms of this Agreement, which amendment may occur only in compliance with the 
procedures set forth in Section 13.7. 

(b) The members of each Committee shall endeavor to reach a consensus on 
all decisions within its jurisdiction. All official actions, decisions or rulings of each Committee 
must be made by a consensus of the members of the Committee or in a writing signed by at least 
one Committee representative of each Party. 

(c) If the members of either Committee cannot reach consensus with respect 
to any action, decision or ruling within ~ {I;) days ( or such shorter time as may be reasonable 
under the circumstances) following the day that such Committee first considers such matter, then 
the issue shall be finally and definitively resolved by the chairperson of such Committee; 
provided, however, that in the event that the matter for which consensus is not reached relates to 
an action or proposed amendment of the Commercialization Plan or the Development Plan that 
would have the effect of making the Commercialization Plan inconsistent with the Initial 
Commercialization Outline or the Development Plan inconsistent with the Initial Development 
Outline, as applicable, then the issue shall not be finally and definitively resolved by the 
chairperson but instead shall be finally and definitively resolved according to the procedures set 
forth in Section 13.12 hereof. 

3.6. Sunset Provision. The Parties acknowledge that the utility and roles of the 
Committees may evolve over the course of the Term and that it is appropriate that such evolution 
be addressed by modifications to the role and operation of the Committees contemplated in 
Sections 3.1 through 3.5. For such purpose, either Party may, at any time following the-~~Go~,,,,~,, 
~ ofthe Effective Date, propose by notice to the other Party that some or all of the 
operations of the Committee(s) be terminated or modified or the frequency of its meetings be 
reduced. Upon the giving of any such notice, the Parties shall discuss and act upon it in good 
faith and shall, in respect thereof, make such amendments to this Article 3 as may be necessary 
to reflect their agreement. 

3.7. Oversight by Senior Executives. In addition to and separate from the 
Committees provided for in Sections 3.1 through 3.6, each ofProgenies and Salix shall designate 
a senior executive officer to oversee matters relating to the Collaboration on behalf of such Party, 
to facilitate communications between the Parties (including discussion and planning relating to 
~l[fdrtljilf§&leinanalienienl~and the -and~~ofBfil'Mj~~Ktli8 
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pr~~tet©JY.rfi"d~tIT'fiyj}jmanagmi[Jiij, to address any matters as to which the JSC and 
JDC consultative process has proved unsatisfactory, to be available to consult with his/her 
counterpart at the other Party, and generally to manage the Collaboration so as to mos,t , ,:­
effectively achieve its intent and urposes. Such officers shall be, for Progenies: ~siHen], and 
for Salix: s...•~1~iG.. ', ... ess'ml~t!lotint~fiJ. 

4. DEVELOPMENT 

4.1. Development Plan. An outline of the Development activities to be performed by 
Salix under this Agreement is set forth in Schedule 4.1 (the "Initial Development Outline"). 
Within s· __ (§ID days following the Effective Date, Salix shall prepare a detailed development 
plan (the "Development Plan") for the continued Development of Products for the Territory. 
Such Development Plan shall be consistent with the Initial Development Outline, including all 
timelines set forth therein, and shall set forth the objectives and planned tasks for the 
Development of Products for the Territory. Progenies shall have the right to review and provide 
comments to Salix with respect to such Development Plan. Salix shall consider Progenics's 
comments in good faith. Salix shall notify Progenies of any material changes to the 
Development Plan prior to implementation of such changes and shall consider in good faith 
Progenies' s comments with respect thereto. Notwithstanding the preceding sentence, Salix shall 
not make any change to the Development Plan that would have the effect of making the 
Development Plan inconsistent with the Initial Development Outline except following 
consultation with Progenies through the Committees and subject to Section 3.5(c). 

4.2. Development Responsibilities of Salix. 

(a) Costs. Except as contemplated by Section 4.6(c), Salix shall pay one 
hundred percent (100%) of the costs to Develop Products for the Territory. 

(b) Responsibilities. Salix shall be solely responsible for, and shall: 

(i) use Commercially Reasonable Efforts to Develop the Compound 
and Products in accordance with the Development Plan, including the performance of the work 
under the Development Plan in accordance with the estimated timelines set forth therein; 

(ii) undertake all required correspondence and any official 
communications ( except where Progenies may be required by Applicable Law or Regulatory 
Authority to communicate) regarding Products with Regulatory Authorities in the Territory; 

(iii) determine, in Salix's sole discretion, whether or the manner in 
which to perform any Phase 4 Clinical Trials for any Product, including any Phase 4 Clinical 
Trials that may be required by Regulatory Authorities in the Territory, and thereafter conduct 
and manage any such Phase 4 Clinical Trials. 

(c) Development Coordination. 

(i) Progenies shall conduct such Development tasks as Salix may 
request it to perform as part of the Development of Products hereunder, subject to such 
reasonable compensation and other terms as the Parties may agree. For the avoidance of doubt, 
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the provisions of this Section 4.2( c )(i) do not limit or qualify the provisions of Sections 2.1 Oand 
3.3, and no compensation or reimbursement ofexpenses shall be payable by Salix to Progenies 
in connection with Progenics's participation in the Committees. 

(ii) Except as contemplated by Section 4.2( c )(i), Progenies shall not 
conduct, nor shall it permit any of its Affiliates or, except to the extent required by the provisions 
ofthe Ono Agreement as they exist on the Effective Date or as amended in accordance with the 
provisions of this Agreement, licensees or sublicensees ( other than Salix) to conduct, any 
Development with respect to Products except in accordance with a plan that has been approved . 
by the JSC. 

(iii) Each Party shall use, and shall cause its Affiliates and, in the case 
ofProgenies, subject to the provisions of the Ono Agreement as they exist on the Effective Date 
or as amended in accordance with the provisions of this Agreement, licensees and Sublicensees 
(other than the other Party) to use, reasonable efforts consistent with those prevailing in the 
pharmaceutical industry to conduct all clinical trials, non-clinical safety studies and all other 
Development activities relating to the Compound or Products in such a manner as not to affect 
adversely the regulatory and commercial potential of Products. 

(d) Efforts. Salix's obligations under Section 4.2(b) to use Commercially 
Reasonable Efforts in Development ofProducts will be satisfied if Salix uses Commercially 
Reasonable Efforts in the Human Field in the Major Market Countries. Salix shall not be in 
breach of its obligation under Section 4.2{b) for failing to use Commercially Reasonable Efforts 
in the Non-Human Animal Field, in countries other than the Major Market Countries, or in any 
country other than the United States in respect ofwhich Salix despite its good faith efforts is 
unable to enter into a Sublicense as a result of the minimum Sublicense Revenue requirements 
set forth in clause (ii)(C) of Section 2.2( c ). Furthermore, Salix shall be relieved of its obligation 
to use Commercially Reasonable Efforts in any particular country with respect to a particular 
Product if a Third Party Controls Patent Rights as to which, in the written reasoned opinion of 
Salix's outside patent counsel (which written opinion shall be reasonably acceptable to 
Progenies), there is a reasonable risk that a court would find the making, using or selling of such 
Product in such country to constitute an infringement and Salix or its Affiliates or Sublicensee(s) 
are unable to obtain a license under such Patent Rights on commercially reasonable terms or 
configure the Product so as to avoid infringement through the use of Commercially Reasonable 
Efforts. 

(e) Unforeseen Events. The Parties recognize that the Development Plan and 
the objectives to be set forth therein are based upon numerous assumptions which are not in the 
control of the Parties. In view of the numerous assumptions underlying the Development Plan, 
the proposed timeframe for achieving the objectives and events described in the Development 
Plan will be regularly reviewed by the JDC in light of unforeseen matters. In the event that 

Reasonable Efforts by the Parties, e oifo 
. r.:' or other issues beyond the control of the Parties arise 

that prevent either Party from fulfilling the objectives of the Development Plan within the 
timeframe set forth in the Development Plan, the JDC will discuss any appropriate revisions to 
the Development Plan, which revisions the other Party shall not unreasonably oppose, provided 
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that the Party can demonstrate its use of Commercially Reasonable Efforts to Develop the 
Products. 

4.3. Records. Salix and its Affiliates shall maintain, and shall use Commercially 
Reasonable Efforts to cause (a) their Outside Contractors to maintain and (b) Salix's 
Sublicensees to cause such Sublicensees' respective Outside Contractors to maintain, accurate 
and complete records of all activities related to the Development ofProducts, consistent with the 
responsibilities of Salix under this Agreement, and all results of any trials, studies and other 
investigations conducted under this Agreement by or on behalf of Salix, its Affiliates, 
Sublicensees and Outside Contractors, as applicable. 

4.4. Reports on Development. 

(a) For so long as Salix continues to Develop a Product under this Agreement, 
it shall in respect of such Product provide the JDC with reports containing relevant information 
in reasonable detail regarding 8m and t1sfilis, ~-u~, and fimeffl related to Registrational 
Filings and Clinical Trials of such Product conducted or overseen by Salix and its Affiliates and 
Sublicensees. Such reports shall be provided by Salix to the JDC as and when such reports are 
produced by or made available to Salix for its internal use. 

(b) In addition, through its representatives on the JSC, each Party shall make 
reports to the JSC, as and at such time as such reports are produced by or made available to such 
Party for its internal use and otherwise on a periodic basis, updating the JSC as to the status and 
results ofDevelopment efforts of such Party and its licensees and Sublicensees ( other than, in the 
case ofProgenies, Salix and, in the case of Salix, Progenies) with respect to Products. 

4.5. Transfer of Data. Without limiting the provisions of Sections 2.9(a) or 12.S(b), 
as soon as reasonably practicable, but in any event within OOnu ~ days, following the 
Effective Date, Progenies shall, at its ex ense, provide Salix with access to, and (to the extent 
requested by Salix) copies of, all ~limealtmla ' and mra]mieaiffilfflftrai!BR~~
aa@~lmQm'na®ij relating to the Compound and Products to the extent the same is in the 
possession or Control ofProgenies or its Affiliates. In addition, Progenies· shall use 
Commercially Reasonable Efforts to cause Wyeth and Ono to provide, for delivery to Salix, 
relevant Hfflj and infepnaflt\tg which Wyeth and Ono are obligated, under the Wyeth Agreement, 
the Termination Agreement, and the Ono Agreement, respectively, to provide to Progenies. The 
provisions of this Section 4.5 are in addition to, and not by way of limitation of, the provisions of 
the Transition Agreement. 

4.6. Ongoing Development Work. 

(a) Subject to Ono's rights under the Ono Agreement and the Initial 
Development Outline, all ongoing Development work in respect of the Compound or Products 
that is being conducted by the Progenies Parties or their Affiliates or licensees as of the Effective 
Date, including any pre-clinical or clinical studies and Clinical Studies (as such term is defined 
in Section 9.2(p)) identified on Schedule 9.2(.p), shall either, as Salix may direct by notice to the 
Progenies Parties, be continued, terminated or transferred and transitioned to Salix. 
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(b) Subject to the provisions of Section 4.6(c), all ongoing Development work 
continued by the Progenies Parties as aforesaid and any termination or transfer and transition of 
ongoing Development work effected pursuant to Section 4.6(a) shall be at S~™ sole cost and 
expense at the relevant ~cnitt:~~:r!~ or the Fr]BJ½~, as applicable. "-'--'_.___,,, 

(c) In respect of any ongoing Development work continued by the Progenies 
Parties as to which the Progenies Pai.1ies continue to have the right to receive reimbursement 
from Wyeth pursuant to the Termination Agreement, the Progenies Parties shall remain 
responsible for all costs and expenses of such Development work up to the amount of 
reimbursement that Wyeth is obligated to pay to the Progenies Parties in respect thereof under 
the terms of the Termination Agreement. Salix shall be responsible, in accordance with Section 
4.6(b ), for any and all amounts in excess of such amounts that are reimbursable by Wyeth. In the 
event that the Progenies Parties should be unable to collect from Wyeth, because of Wyeth's 
bankruptcy or insolvency, any amount that Wyeth is required to reimburse to the Progenies 
Parties under the Termination Agreement for Development work that has been conducted by the 
Progenies Parties as contemplated by the first sentence of this Section 4.6( c ), then Salix shall pay 
such amount to the Progenies Parties and shall, by virtue of such payment, be subrogated to any 
rights that the Progenies Parties may have against Wyeth in respect of the amount so paid. 

(d) Each Progenies Party shall reasonably cooperate with Salix to effect the 
transfer and termination of any ongoing Development work that Salix directs is to be transferred 
and transitioned to it. Without limitation, each Progenies Party shall use its reasonable efforts to 
assign and delegate to Salix or its Affiliates, as Salix may direct, all of the rights and obligations 
of the Progenies Party or its Affiliates or licensees, as the case may be, under such Progenies 
Third Party Agreements (other than the Subject Agreements) as Salix may determine are relevant 
to the conduct of ongoing Development work to be transferred and transitioned to it. The 
Progenies Parties and Salix shall use their respective reasonable efforts to obtain the consent of 
any relevant Third Party to the assignment and delegation of any such Progenies Third Party 
Agreement. In connection with obtaining any such consents, Salix shall cooperate with the 
Progenies Parties in obtaining from the relevant Third Party a release of the relevant Progenies 
Parties from liability under the relevant Progenies Third Party Agreement with respect to matters 
arising after the relevant assignment effective date, and, notwithstanding and in addition to the 
foregoing, shall, at Salix's expense, cause the relevant Progenies Parties to be released from 
liability under the Progenies Third Party Agreements identified on Schedule 4.6(d) with respect 
to matters arising after or related to the relevant assignment effective date. To the extent any 
such Progenies Third Party Agreement is not assignable without the consent of a Third Party and 
the consent of such Third Party cannot be obtained following the reasonable efforts contemplated 
hereby, the performance obligations of the Progenies Parties or their Affiliates under such 
Progenies Third Party Agreement shall, unless not permitted by such Progenies Third Party 
Agreement, be deemed to be subcontracted to Salix until such Progenies Third Party Agreement 
can be effectively assigned and delegated. If any such consent cannot be timely obtained, (i) the 
Progenies Parties shall waive any exclusivity provision contained in the relevant Progenies Third 
Party Agreement to allow Salix to enter into its own agreement with the relevant Third Party and 
(ii) the Progenies Parties and Salix shall cooperate in any reasonable arrangement designed to 
provide for Salix the benefits and obligations intended to be assigned or delegated to and 
assumed by it in respect of such Progenies Third Party Agreement, including the right to enforce 
such Progenies Third Party Agreement for its own account. In furtherance of the foregoing, in 
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respect of any Progenies Third Party Agreement that cannot be effectively assigned or delegated 
as contemplated hereby, the Progenies Parties hereby consent to the use by any Third Party 
which is a party to such Progenies Third Party Agreement ofconfidential infonnation, 
technology and/or Know-How developed or held by such Third Party under the Progenies Third 
Party Agreement for the benefit of Salix, subject to applicable confidentiality and use 
restrictions. Notwithstanding any of the foregoing provisions of this Section 4.6(d), the 
Progenies Parties shall not be obligated to take or to pemrit to be taken any action which would, 
in the reasonable judgment of the Progenies Parties, be likely to result in a breach of any 
Progenies Third Party Agreement. 

(e) Any transfer or transition ofongoing Development work from Progenies 
or its Affiliates or licensees to Salix pursuant to this Section 4.6 shall not affect the liability of 
the transferring party for any matters arising prior to the effective date of such transfer, and Salix 
shall have no liability in respect ofany such matter. Conversely, any such transfer or transition 
shall result in Salix, as between it and the transferring party, being liable for all matters arising in 
respect of such Development work on or after the effective date of such transfer,provided, 
however, that, as between Salix and the transfening party, the transferring party shall remain 
solely liable for any matters arising before or after such transfer in respect of Development work 
transferred by the transferring party to Salix to the extent any such matter is a result ofany act or 
omission on the part of the transferring party, its Affiliates, licensees, sublicensees or its or their 
directors, officers, employees or agents. 

(f) The provisions of this Section 4.6 are in addition to, and not by way of 
limitation of, the provisions of the Transition Agreement. 

5. COMMERCIALIZATION 

5.1. Salix's Commercialization Responsibilities and Efforts. 

(a) Commercialization Plan. An outline of the Commercialization activities 
to be performed by Salix under this Agreement is set forth in Schedule 5.l{a) (the "Initial 
Commercialization Outline"). Within ra ~) days following the Effective Date, Salix shall 
prepare the Commercialization Plan for the continued Commercialization ofProducts for the 
Territory. Such Commercialization Plan shall be consistent with the Initial Commercialization 
Outline, including all timelines set forth therein, and shall set forth the objectives and planned 
tasks for the Commercialization ofProducts for the Territory. Progenies shall have the right to 
review and provide comments to Salix with respect to such Commercialization Plan. Salix shall 
consider Progenics's comments in good faith. Salix shall notify Progenies of any material 
changes to the Commercialization Plan prior to implementation of such changes and shall 
consider in good faith Progenics's comments with respect thereto. Notwithstanding the 
preceding sentence, Salix shall not make any change to the Commercialization Plan that would 
have the effect of making the Commercialization Plan inconsistent with the Initial 
Commercialization Outline except following consultation with Progenies through the 
Committees and subject to Section 3.5(c). 

(b) Costs. Salix shall pay one hundred percent (100%) of the costs to 
Commercialize Products in the Territory. 
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(c) Responsibilities. Salix shall be solely responsible for the 
Commercialization of the Products in the Territory and shall use Commercially Reasonable 
Efforts to pre-launch, launch, promote, market, distribute, sell in finished pharmaceutical form, 
and otherwise Commercialize Products in the Territory in accordance with the 
Commercialization Plan. Salix shall be solely responsible for distribution and pricing of 
Products in the Territory, either itself or through its Sublicensees, and shall itself or through its 
Sublicensees book all sales of Products in the Territory. 

(d) Efforts. Salix's obligations under this Section 5.1 to use Commercially 
Reasonable Efforts will be satisfied if Salix uses Commercially Reasonable Efforts in the Human 
Field in Major Market Countries. Commercially Reasonable Efforts expended by a Sublicensee 
in a given country shall satisfy Salix's efforts obligations in that country. Salix shall not be in 
breach of its obligation under this Section 5.1 for failing to use Commercially Reasonable Efforts 
in the Non-Human Animal Field, in countries other than the Major Market Countries, or in any 
country other than the United States in respect of which Salix despite its good faith efforts is 
unable to enter into a Sublicense as a result of the minimum Sublicense Revenue requirements 
set forth in clause (ii)(C) of Section 2.2(c). Furthermore, Salix shall be relieved of its obligation 
to use Commercially Reasonable Efforts with respect to a Product in any particular country if a 
Third Party Controls Patent Rights as to which, in the written reasoned opinion of Salix's outside 
patent counsel (which written opinion shall be reasonably acceptable to Progenies), there is a 
reasonable risk that a court would find the making, using or selling of such Product in such 
country to constitute an infringement and Salix or its Affiliates or Sublicensee(s) are unable to 
obtain a license under such Patent Rights on commercially reasonable terms or configure the 
Product so as to avoid infringement through the use of Commercially Reasonable Efforts. 

5.2. Transition; Supply. 

(a) Transition Agreement. Simultaneously herewith, the Expanded Parties 
are entering into a Transition Arrangements Agreement, of even date herewith (the "Transition 
Agreemenf'). 

(b) Supply. Except as otherwise contemplated by the Transition Agreement, 
Salix shall be solely responsible at its expense for the Manufacture and supply ofone hundred 
percent ( 100%) of the Compound and finished Products for Development and 
Commercialization both as bulk API and as finished and packaged products. 

(c) Manufacturing and Transfer of Manufacturing Know-How. 
Progenies will disclose to Salix, Salix's Affiliates, and/or Salix's Third Party contract 
manufacturer all relevant Progenies Know-How and all Know-How included in the Wyeth 
Collaboration Know-How, Wyeth Collaboration Joint Know-How, Ono Collaboration Know­
How and Ono Collaboration Joint Know-How relating to the Manufacture of the Products. 
Progenies shall use its Commercially Reasonable Efforts to cause Wyeth to provide Salix with 
that cooperation, inventory, technology, know-how and documentation set forth in Section 
10.4.1( d) of the Wyeth Agreement. Such Know-How disclosure shall include the transfer of data 
and information stored on the computer systems of Progenies for and in respect of Regulatory 
Marketing Approval for Products. 
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(d) Assignment of Supply and Manufacturing License Agreements. At 
Salix's written request in connection with the transfer of responsibility for Manufacture under 
Section 5.2(c), Progenies shall use Commercially Reasonable Efforts to promptly assign and 
transfer to Salix any existing supply agreements related to the supply of the Compound or the 
Products. Furthermore, to the extent necessary to permit Salix to manufacture the Compound 
and Products as contemplated by this Agreement, Progenies shall use Commercially Reasonable 
Efforts to sub license to Salix any license agreement under which Progenies licenses any 
intellectual rights from any Third Party related to the Manufacture of the Compound or the 
Products~ If the terms of any ofthe agreements referred to in the previous two sentences require 
the consent of the other party thereto to effect its assignment, then upon Salix's request for an 
assignment, until Progenies is able to obtain such consent and effect such assignment, Progenies 
will exercise its rights under such agreements for the benefit of Salix and as reasonably requested 
by Salix. In the event of any assignment to Salix under this Section 5.2(d), Salix shall asswne 
full responsibility for satisfying all obligations of Progenies under any assigned agreement to the 
extent ruising after such assignment and assumption. Notwithstanding any of the foregoing 
provisions of this Section 5.2(d), Progenies shall not be obligated to take or pem1it to be taken 
any action which would, in the reasonable judgment ofProgenies, be likely to result in a breach 
of any such supply agreements. 

5.3. Marketing Materials and Corporate Branding. Subject to Section 7.5, Salix 
shall be solely responsible at its expense for all pre-marketing and marketing eff01is and for 
creating all packaging and Promotional Materials for the Products in the Field in the Territory. 
Salix shall own all copyrights in such Promotional Materials. Subject to Progenics's reasonable 
approval of the fom1 and presentation thereof, the corporate name and logo ofProgenies shall 
appear on all Product packaging, package inserts and Promotional Materials Manufactured, 
distributed or sold by Salix, its Af1:iliates and Sublicensees hereunder or pursuant hereto, subject, 
in each case, to compliance with Applicable Law and regulatory requirements. 

5.4. Sharing of Information. Salix shall provide the JSC with a copy of Salix's 
Commercialization Plan for any Product and any updates thereof, including infom1ation 
regarding strategies for Commercialization and detailing ofthe Product, market researcH and 
~trategy, promotional activities~ and sales plans and forecasts. Such updates shall be provided by 
Salix to the JDC as and when such reports are produced. by or made available to Salix for its 
internal use. Salix shall report to the JSC at each meeting thereof and at such other times as 
appropriate on the progress of its implementation ofthe Commercialization Plan. AH 
commercial information so disclosed by Salix shall be Salix's Confidential Information for the 
purposes of Section 8.2. 

5.5. Unauthorized Sales. 

(a) Unauthorized Sales by Salix. Salix (i) shall, and shall cause its Affiliates 
and Sublicensees to, distribute, market, promote, offer for sale and sell Products only in the Field 
in the Territory and (ii) shall not, shall not permit its Affiliates to, and shall make reasonable 
efforts to cause its Sublicensees not to, distribute, market, promote, offer for sale or sell Products 
(A) to any Person in fields of use and countries other than those as specified in the preceding 
clause (i) or (B) to any Person in the fields of use and countries as specified in the preceding 
clause (i) that Salix, its Affiliates or Sublicensees, as applicable, knows (y) is likely to distribute, 
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market, promote, offer for sale or sell Products in fields ofuse and countries other than those as 
specified in the preceding clause (i) or assist another Person to do so, or (z) has directly or 
indirectly distributed, marketed, promoted, offered for sale or sold Products in fields of use and 
countries other than those as specified in the preceding clause (i) or assisted another Person to do 
so. IfSalix or its Affiliates receives any orders for Products for fields ofuse and coW1tries other 
than those specified in clause (i) of the first sentence of this Section 5.5(a), it shall promptly refer 
such orders to Progenies, and Salix shall make reasonable efforts to cause any Sublicensee that 
receives such an order to refer such order to Progenies. In addition, neither Salix nor its 
Affiliates shall sell or otherwise provide, directly or indirectly, Products to any Sub licensee or 
distributor in excess of amoW1ts reasonably required to meet local demand in the coW1try or other 
territory in respect of which the Sub licensee or distributor is authorized to distribute, market, 
promote, offer for sale or sell Products, and Salix shall make reasonable efforts to prevent its 
Sublicensees from doing the same. 

(b) Unauthorized Sales by Progenies. Progenies shall, and shall cause its 
Affiliates to, distribute, market, promote, offer for sale and sell Products only outside the 
Territory or for use outside the Field. Progenies shall not, and shall not permit its Affiliates to, 
distribute, market, promote, offer for sale or sell Products (i) to any Person other than outside the 
Territory or for use outside the Field or (ii) to any Person that Progenies or its Affiliates, as 
applicable, knows (A) is likely to distribute, market, promote, offer for sale or sell Products for 
use in the Field in the Territory or assist another Person to do so, or (B) has directly or indirectly 
distributed, marketed, promoted, offered for sale or sold Products for use in the Field in the 
Territory or assisted another Person to do so. IfProgenies or its Affiliates receives any orders for 
Products for use in the Field in the Territory, it shall promptly refer such orders to Salix. In 
addition, neither Progenies nor its Affiliates shall sell or otherwise provide, directly or indirectly, 
Products to any licensee or distributor in excess of amoW1ts reasonably required to meet local 
demand in the country or other territory in respect of which the licensee or distributor is 
authorized to distribute, market, promote, offer for sale or sell Products. 

(c) Certain Limitations. The provisions of this Section 5.5 shall apply only 
to the extent permitted by Applicable Law. To the extent any provision of this Section 5.5 shall 
be found in any jurisdiction to be in violation ofpublic policy or illegal or unenforceable in law 
or equity, the provisions of Section 13.5 shall apply. 

6. PAYMENTS BY SALIX TO PROGENICS 

6.1. Upfront License Fee Payment. Salix shall pay to Progenies upon the execution 
of this Agreement sixty million dollars ($60,000,000) as a one-time, nonrefundable and 
noncreditable license fee in partial consideration for the licenses granted under Section 2.1 
hereof. Such amount shall be paid within five (5) Business Days after receipt by Salix of an 
invoice from Progenies. 

6.2. Development Milestone Payments. 

(a) In partial consideration for the licenses granted to Salix under Section 2.1 
hereof, Salix shall pay to Progenies upon the satisfaction of the specified conditions the 
following one-time, nonrefundable, and noncreditable payments ("Development Milestone 
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Paymentsn) within five (5) Business Days of receipt by Salix of an invoice for the payment of 
the applicable Development Milestone Payment as set forth in this Section 6.2. Each 
Development Milestone Payment is payable one time only, regardless of the number of Products 
or indications for which the condition is satisfied. For the avoidance ofdoubt, the maximum 
aggregate value of all Development Milestone Payments is ninety million dollars ($90,000,000). 

Condition Payment 

Receipt of a Regulatory- Marketing Approval for a Chronic Pain Product in $40,000,000, 
the United States subject to 

reduction as 
specified in 

i Section 6.2(1?) 
'I 

Receipt ofa Regulatory Marketing Approval for an Ora] Product in the ~ $50,000,000, 
Urtited States subject to 

reduction a~ 
specified in 
Section 6.2( c) 

(b) In the event that the specified condition for the Development Milestone 
Payment in respect of the tlin)mcPain Product as specified above is achieved but~ 
circumstances where the relevant Chronic Pain Product does not have an Acceptable Product 
Profile in connection with its initial U.S. Regulatory Mark€ting Approval prior to achievement or 
the first condition for a Commercialization Milestone Payment set forth in Section 6.3, then the 
amount of the Development Milestone Payment for the Chronic Pain Product shall be reduced to 
[ten million] dollars ($ I 0,000,000) (~ "Chroni_.f_ Pain Product Reduction"). 

(c) In the event that the specified condition for the Development Milestone 
Payment in respec~ of the Oral Product as specified above is achieved but in circumstances 
~here the relevant Ora[ Product does not have an Acceptable Product Profile in connection with 
its initial U.S. Regulatory Marketing Approval prior to achievement of the first condition for a 
Commercialization Nlilestone Payment set forth in Section 6.3, then tlie amount of the 
Development 1vlilestone Payment for the Oral Product shall be reduced to ten million dollars 
($10~000,000) (an ''Oral Product Reduction"). 

6.3. Commercialization Milestone Payments. In partial consideration for the 
licenses granted to Salix under Section 2.1 hereof, Salix shall pay to Progenies upon the 
satisfaction ofthe specified conditions the following one-time, nonrefundable, and noncreditable 
payments ("Commercialization Miles/one Payments,') within fiv~ (§) Business Days of receipt 
by Salix of an invoice for the payment of the applicable Commercialization Milestone Payment. 
Each Commercialization Milestone Payment is payable one time only, regardless of the number 
of times the condition is satisfied. For the avoidance of doubt, the maximmn aggregate value of 
all Commercialization Milestone Payments is two hundred million dollars ($200,000,000), and 
up to a11 six (6) payments could be made with respect to a single Calendar Year. 

Condition Payment 
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Condition Payment 

First achievement of combined Net Sales of all 
Products in the United States in excess of 
$100,000,000 in any single Calendar Year 

$10,000,000, to be increased by 1 

$30,000,000 in the event a Chronic 
Pain Product Reduction has 
occurred and by an additional 
$40,000,000 in the event an Oral 
Product Reduction has occmTed 

First achievement of combined Net Sales of all 
Products in the United States in excess o{ 
$150,000,000 in any singJ~ Calendar Year 

$15,000>000 

First achievement of combined Net Sales of all 
Products in the United States in excess of 
$200.,000,000 in any single Calendar Year 

$20,000,000 

First achievement ofcombined Net Sales ofall 
Products in the United States in excess of 
$3OO,OOO,QOO in any sll_lgle Calendar Year 

$30_,000,000 

First achievement of combined Net Sales ofall 
Products in the United States in excess of 
$750,000,000 in any single Calendar Yew 

$50,000,000 

First achievement of combined Net Sales of all 
Products in the United States in excess o( 
$1 ~000>000,000 in any single Calendar Year 

$75,000,000 

6.4. Ex-U$. Sublicenses and Sales. 

(a) When Salix enters into arrangements with one or more Sublicensces 
relating to any area outside the United States, Salix shall pay Progenies sixty percent (60%) of all 
Sublicense Revenues pursuant to any such an-angements. 

(b) All payments under this Section 6.4 shall be payable within fuirly (30) 
<lays after receipt of the applicsble Sublicense Revenue by Salix. 

1 For the avoidance of doubt and EY way of example, the Commercialization Milestone P~yment for the 
first achievement ofcombined Net Sales of all Products in the United States in excess of one hw1dred 
million dollars ($100,000,000) ju any single Calendar Year would equal (a) in the event that neither a 
Chronic Pain Product Reduction nor an Oral Product Reduction had occurred, ten million doJlars 
{$ l 0,000,000), (b) in the- event that a Chronic Pain Product Reduction had occurred but no Oral Product 
Reduction had occurred, forty million dollars ($40,000,000), (c) in the event that an Oral Product 
Reduction had occurred but no Chronic Pain Produet Reduction had occurred, fifty million dollars 
($50,000,000), and (d) in the event that both a Chronic Pain Product Reduction and an Oral Product 
Reduction had occurred, eighty million dollars ($80,000,QOO). 
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(c) For the avoidance ofdoubt, Section 6.4(a) shall not apply to any sales or 
other Commercialization ofProducts by Salix or its Affiliates~ whether inside or outside the 
United States. 

6.5. Royalty Payments .. 

(a) Royalties. In partial consideration for the licenses granted to Salix under 
Section 2.1, Salix shall pay to Progenies royalties in the amount of the applicable Net Sales 
percentage (as set forth below) (the "Applicable Net Sales Percentage'1 of the Net Sales made 
during the Royalty Period by Salix and its Affiliates, whether inside or outside the United States, 
as follows: 

Combined Net Sales of All Products by Salix and its Affiliates Applicable 
Net Sales 

Percentage 

First $100,000,000 ofNet Sales of all Products by Salix and its Affiliates in a 
giv~n Calendar Year 

15% 

Next $400,000,000 ofNet Sales of all Products by Salix and its Affiliates in 
such Calendar Year (i.e.,.Net Sales by Sallie and its Affiliates greater than 
$100_,000,?.000 and less than or equal to $500,000,000j 

17% 

All Net Sales of all fr0ducts by Salix and its Affiliates in such Calendar 
Year greater than $500,000,000 

I19% 

(b) Royalty Period. 

(i) The royalties payable under Section 6.5(a) shall be payable by 
Salix only during the Royalty Period in respect of the relevant Product and country. 

(ii) Following the expiration of the Royalty Period in respect of a 
Product in a country in the Territory, the license grants to Salix in Section 2.1 in respect of such 
Product shall, in accmdance with Section 2.8~ become fully paid-up, perpetual and irrevocable 
with respect to such Product and such country and accordingly the Net Sales of the relevant 
Product in such country shall be excluded from the royalty calculations for purposes of Section 
6.S(a) and from calculations of thresholds for Commercialization Milestone Payments for 
purposes ofSection 6.3. 

(c) Adjustment of Royalties. If at any time the Royalty Period is continuing 
solely because of clause (c) of the definition thereof for a particular Product in a particular 
country, then the dollar amount of royalties payable in respect of Net Sales of such Product in 
such country thereafter during the Royalty Pe1iod pursuant to Section 6.S(a) shall be reduced by 
fifteed percent (!~%) from the amount which would have been so payable under this Agreement 
in the absence of this clause ( c ). 
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(d) Progenies Third Party Agreements; Third Party Licenses. 

(i) Except as otherwise provided in or contemplated by Section 4.6, 
Progenies shall, as between the Parties, be solely responsible for all obligations under each 
Progenies Third Pruiy Agreement unless and until such Progenies Third Party Agreement is 
assigned to Salix pursuant to Section 4.6(d) or 9.4(d). In the event that a Progenies Party or any 
of its Affiliates fails to pay any amount that it is obligated to pay in respect of a Progenies Third 
Party Agreement pursuant to the preceding sentence and Salix makes such payment on behalf of 
such Progenies Party, then Salix shall be entitled to credit such amount against any amount owed 
by Salix to Progenies under this Agreement. Except as othe1wise provided herein, Salix shall, as 
between the Parties; be solely responsible in respect of all Progenies Third Party Agreements 
assigned to Salix pursuant to Sections 4.6(d) and 9.4(d) for any and all obligations arising under 
such Progenies Third Party Agreements from and after the date of assignment. In the event that 
Salix or any ofits Affiliates fails to pay any amount that it is obligated to pay in respect of a 
Progenies Third Party Agreement pursuant to the preceding sentence and Progenies or one of its 
Affiliates makes such payment on behalf of Salix or such Affiliate, then Salix shall promptly 
reimburse Progenies for the amow1t paid. 

(ii) If, during the Term, Salix or its Affiliates, whether pursuant to 
Section 7.4(b) or otherwise, enters into an agreement with a Third Party to license Patent Rights 
as to which, tn the written reasoned opinion ofSal ix r's outside patent counsel (which WI1tten 
opinion shall be reasonably acceptable to l?rogenics), there is a reasonable risk that a court would 
find the Development, Manufacture, use, sale, offering for sale, importation, exportation or other 
Commercialization of any Product hereunder to constitute an in~gement (a "Third Party 
Licensen), then Salix may deduct up to fift] percent ~Q%) of the royalties or other payments 
payable pursuant to such Third Pai1y License actually paid by Salix or its Affiliates to such Third 
Pm1y pursuant to the Third Party License from the royalties otherwise due from Salix to 
Progenies in respect ofNet Sales of the relevant Product(s) under Section 6.5(a) as adjusted 
pursum1t to Section 6.5(c), up to a maximum amount in respect of the relevant Net Sales for any 
Quarter that would result in Progenics's effective royalty rate in respect of such Net Sales in such 
Qua11er under Section 6.5(a) as adjusted pursuant to Section 6.5(c) for such Product(s) being 
reduced by not more than five (5) percentage points, with any balance then remaining to be 
carried over to amounts owed by Salix to Progenies pursuant to Section 6.S(a) in respect of 
subsequent Quarters and applied against the amounts owed by Salix to Progenies pursuant to 
Section 6.5(a) as adjusted pursuant to Section 6.5(c) in respect of such subsequent Quarters, up 
to a maximum amount for each Qumier that would result in Progenics's effective royalty rate in 
respect of each such Quarter under Section 6.5(a) for such Product(s) as adjusted pursuant to 
Section 6.S(c) being reduced by not more than fiv~ (~ percentage points. By way of example, if 
the royalty rate applicable in respect of the relevant Quarter was tifteen; percent (15%), then the 
maximum amount in respect of amounts paid by Salix to the Third Party in respect of the Third 
Party License that could be deducted from royalties on relevant Net Sales otherwise owed by 
Salix to Progenies for such Quarter would be an amount that would reduce Progenics's effective 
royalty rate for the Quarter for the relevant Product(s) to ten percent (10%). 

(e) Disclaimers. Each Party acknowledges and agrees that nothing in this 
Agreement (including, without limitation, any exhibits or attachments hereto) shall be construed 
as representing an estimate or projection of either (i) the number of Products that will or may be 
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successfully Developed or Commercialized or (ii) anticipated sales or the actual value of any 
Product. SALIX MAKES NO REPRESENTATION OR WARRANTY, EITHER EXPRESS 
OR IMPLIED, THAT IT WILL BE ABLE TO SUCCESSFULLY DEVELOP OR 
COMMERCIALIZE ANY PRODUCT OR, IF COMMERCIALIZED, THAT ANY SUCH 
PRODUCT WILL ACHIEVE ANY PARTICULAR SALES LEVEL, OR THAT, EXCEPT AS 
EXPRESSLY AGREED IN THIS AGREEMENT, IT WILL DEVOTE ANY LEVEL OF 
DILIGENCE OR RESOURCES TO COMMERCIALIZING_ANY SUCH PRODUCT. 

6.6. Reports, Payments and Related Matters. 

(a) Cumulative Royalties. The obligation to pay royalties under this 
Agreement shall be imposed only once with respect to any sale of any Product, regardless of the 
number ofpatents that may cover the Product. 

(b) Reports and Payments. Within fififfl {Eg) days after the first day ofeach 
Quarter following the First Commercial Sale of a Product in the Territory, Salix shall submit to 
Progenies a written report with respect to the preceding Quarter (the "Quarterly Activity Report') 
stating: (i) the gross sales and Net Sales ofProducts sold by Salix and its Affiliates and any 
Sublicensee during the Quarter just ended for each country in which sales were made, making 
reference to the specific deductions taken in accordance with the definition ofNet Sales; (ii) the 
date of any First Commercial Sale of any Product in a country in the Territory during the Quarter 
just ended; (iii) the currency exchange rates used in determining gross sales, Net Sales and 
amounts payable under Section 6.5; and (iv) a calculation of the amounts due to Progenies 
pursuant to Section 6.5 in respect of the Quarter just ended. All royalty payments due under 
Section 6.5 shall be due and payable within lvJ (ID Business Days following the distribution of 
each Quarterly Activity Report. Salix shall submit to Progenies with each payment under 
Section 6.4 a written report with respect to such payment (a "Sublicense Revenue Report') 
describing in detail the Sublicense Revenue to which such payment relates and providing such 
other information specified above for inclusion in a Quarterly Activity Report as may be relevant 
thereto. The obligation of Salix to provide Quarterly Activity Reports and Sublicense Revenue 
Reports under this Section 6.6(b) shall cease to apply once Salix has no further obligation to 
make payments of, respectively, royalties under Section 6.5 or payments under Section 6.4. 

(c) Taxes and Withholding. All payments under this Agreement will be 
made without any deduction or withholding for or on account of any tax, duties, levies, or other 
charges unless such deduction or withholding is required by Applicable Law to be assessed 
against Progenies. If Salix is so required to make any deduction or withholding from payments 
due to Progenies, Salix will (i) promptly notify Progenies of such requirement, (ii) pay to the 
relevant authorities on Progenies' s behalf the full amount required to be deducted or withheld 
promptly upon the earlier of determining that such deduction or withholding is required or 
receiving notice that such amount has been assessed against Progenies, and (iii) promptly 
forward to Progenies an official receipt ( or certified copy) or other documentation reasonably 
acceptable to Progenies evidencing such payment to such authorities. 

(d) Currency. All payments under this Agreement shall be made in dollars. 
As applicable, Sublicense Revenue, Net Sales and any royalty deductions shall be translated into 
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dollars at the exchange rate used by Salix for public financial accounting purposes in accordance 
withGAAP. 

(e) Record Keeping. Salix shall keep, and shall cause its Affiliates to keep, 
books and accounts ofrecord in connection with Sublicense Revenue and the sale ofProducts in 
accordance with GAAP and in sufficient detail to permit accurate determination of all figures 
necessary for verification of Sublicense Revenue to be shared by Salix with Progenies under 
Section 6.4(a) and royalties to be paid under Section 6.5. Salix and its Affiliates shall maintain 
such records for a period of at least lltts~ (§) years after the end of the Quarter in which they 
were generated, provided, however, that if any records are in dispute and Salix has received 
notice from Progenies of the records which are in dispute, Salix shall keep such records until the 
dispute is resolved. 

(f) Audits. 

(i) Examination of Books and Records. Upon ffii~@ll) days' prior 
notice from Progenies, Salix shall permit an independent certified public accounting firm, of 
nationally recognized standing selected by Progenies and reasonably acceptable to Salix, to 
examine, at Progenics's sole expense, the relevant books and records of Salix and its Affiliates, 
and shall take reasonable efforts to cause its Sublicensees to permit Progenies to examine the 
relevant books and records of Sublicensees, in each case as may be reasonably necessary to 
verify the amounts reported by Salix in accordance with Section 6.6(b) and the sharing of 
Sublicense Revenue under Section 6.4(a) and payment of royalties under Section 6.5 and its 
compliance with its other Development and Commercialization obligations hereunder. An 
examination by Progenies under this Section 6.6(f) shall occur not more than o";'~f · in an 

al\r·· · ~ , and shall be limited to the pertinent books and records for any .. ,c1a:i 
ending not more than ~@]) months before the date of the request. The accounting firm 
shall be provided access to such books and records at Salix's and other relevant facilit(y/ies) 
where such books and records are normally kept and such examination shall be conducted during 
normal business hours. Salix may require the accounting firm to sign a standard non-disclosure 
agreement before providing the accounting firm with access to relevant facilities or records. 
Upon completion of the audit, the accounting firm shall, subject to Section 6.6(g), provide both 
Salix and Progenies with a written report disclosing any discrepancies in the reports submitted by 
Salix or the Sublicense Revenue shared or the royalties paid, and, in each case, the specific 
details concerning any discrepancies. 

(ii) Underpayments/Overpayments. If such accounting firm 
concludes that additional portions of Sub license Revenue were due to Progenies under Section 
6.4(a) or additional royalties were due to Progenies under Section 6.5(a), Salix shall 
Progenies the additional Sublicense Revenue or royalties, as the case may be, within 

a to 

~ days of the date Salix receives such accountant's written report, plus interest, which shall be 
calculated at the average of the prime rate reported by JPMorgan Chase, New York City, each 
month during the period beginning on the day the unpaid amount was due until the unpaid 
amount is paid in fo~, !us - e;~~n,~ Ii%) per annum. If such 'oo.'derpayment exceeds the 
greater of•. • nm· e, , .. ~;- 'oiffi ... dollars($ ~ · O]) and£! percent C§%) of the 
aggregate share of Sublicense Revenue and royalties that were to be paid by Salix to Progenies 
for the audited period, Salix also shall reimburse Progenies for the out-of-pocket expenses 
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incurred in conducting the audit. Progenies shall not reveal to such accounting firm the 
conditions under which the audit expenses are to be reimbursed hereunder. If such accounting 
firm concludes that Salix overpaid Sublicense Revenue or royalties to Progenies, Progenies will 
refund such overpayments to Salix within fp~fiv..1 ~ days of the date Progenies receives 
such accountant's report. ~ interest shall be due to Salix on any such overpayment. 

(g) Confidentiality. All progress reports and financial information of Salix 
subject to review under this Article 6 shall be deemed to be Salix's Confidential Information 
subject to the provisions ofArticle 8 hereof, and Progenies shall not disclose such Confidential 
Information to any Third Party or use such Confidential Information for any purpose other than 
reviewing progress made or verifying payments to be made by Salix to Progenies under this 
Agreement;provided, however, that such Confidential Information may be disclosed by 
Progenies to Third Parties only to the extent necessary to enforce Progenics's rights under this 
Agreement. 

6.7. Diagnostic or Veterinary Products. Notwithstanding anything to the contrary in 
this Article 6, sales ofProducts for diagnostic (including screening or monitoring) or veterinary 
use shall not be considered Net Sales for purposes of Section 6.3 or 6.5 or Sublicense Revenues 
for purposes of Section 6.4. In the event that Salix Develops or seeks to Sub license 
Development of any Product for any such use, then the Expanded Parties shall negotiate in good 
faith to agree upon, as a condition to Salix's right to Commercialize (whether itself or through a 
Sub licensee) such Product, appropriate compensation to be paid by Salix to Progenies in 
connection with the Commercialization of such Product. 

7. INTELLECTUAL PROPERTY. 

7.1. Ownership of Intellectual Property. 

(a) Inventorship/Authorship. For purposes of this Agreement, (i) 
inventorship of any invention and any Patent Right claiming such invention shall be determined 
in accordance with the rules and guidelines regarding inventorship as established under United 
States patent law (including case law and regulations associated therewith); and (ii) authorship of 
any work subject to copyright protection shall be determined in accordance with U.S. copyright 
law. Without limiting the foregoing, each Expanded Party shall own all right, title and interest in 
and to all Patent Rights, Know-How, or copyright materials created solely by or on behalf of 
such Party. 

(b) Ownership of Joint Technology and Joint Copyrights. As between the 
Progenies Parties, on the one hand, and Salix, on the other hand, each shall own an equal, 
undivided interest in any Joint Technology and any copyright materials authored jointly by 
employees or agents ofProgenies or any of its Affiliates and employees or agents of Salix or any 
of its Affiliates. 

(c) Exploitation of Joint Technology and Joint Copyrights. Except as 
expressly provided in this Agreement neither Party shall exploit any Joint Technology inside or 
outside the Territory without the prior written approval of the other Party. Neither Party shall 
exploit any copyright materials authored jointly by employees or agents of Progenies or any of 
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its Affiliates and employees or agents of Salix or any of its Affiliates without the prior written 
approval of the other Party except in connection with the Manufacturing, Development or 
Commercialization of the CompoW1d and Products in the TeITitory as contemplated hereby. 

7.2. Patent Prosecution. 

(a) Progenies Patent Rights, Wyeth Collaboration Patent Rights, Wyeth 
Collaboration Joint Patent Rights and Ono Collaboration Joint Patent Rights. Using 
counsel selected by Salix after good faith consultation with Progenicaj (provided-that Salix shall 
not select as such counsel any of those-Persons set forth in Schedule 7.2(a)(i)t Salix shall use 
Commercially Reasonable Efforts to prepare, file, prosecute and maintain, at Salix's expense, the 
Progenies Patent Rights as to which Progenies has the right to control prosecution and 
maintenance, Wyeth Collaboration Patent Rights, Wyeth Collaboration Joint Patent Rights and 
Ono Collaboration Joint Patent Rights (including provoking, instituting or defending 
interference, opposition, revocation, reexamination and similar proceedings related to the 
Progenies Patent Rights as to which Progenies has the right to control prosecution and 
maintenance, Wyeth Collaboration Patent Rights, Wyeth Collaboration Joint Patent Rights and 
Ono Collaboration Joint Patent Rights) in all countries in the Territory where such Patent Rights 
are currently pending and, respecting the Patent Rights relating to U.S. Serial Number 
61/313018, in the countries identified in Schedule 7.2(a){ii). In respect to any Progenies Patent 
Rights as to which Progenies does not have the right to control prosecution and maintenance of 
such Patent Rights, Progenies (i) shall ensme that Salix is promptly provided with all such 
information as Progenies may receive in respect of the prosecution and maintenance of such 
Patent Rights and with a foll opportunity to participate in any consultations that may take place 
between Progenies and any Third Party holding the right to pursue prosecution and maintenance 
of such Patent Rights and (ii) shall exercise such rights as it does have in respect of the 
prosecution and maintenance of such Patent Rights in accordance with Salix's directions. The 
Parties shall cause their respective patent counsel to cornmwricate no less frequently than once 
per Quarfe.JI regarding the prosecution and maintenance of the Progenies Patent Rights, Wyeth 
Collaboration Patent Rights, Wyeth Collaboration Joint Patent Rights and Ono Collaboration 
Joint Patent Rights~ Without limiting the generality of the foregoing, Salix shall provide to 
Progenies copies ofall communications sent to and received from any patent office pertaining to 
Progenies Patent Rights, Wyeth Collaboration Patent Rights, Wyeth Collaboration Joint Patent 
Rights or Ono Collaboration Joint Patent R.iW!__ts, including draft patent applications, filing 
receipts, office actions1 respons~s or amendments, and notices ofallowance. Whenever possible, 
Progenies shall be given at least fifteen 0. 5) Business Days prior to the earlier of the expiration 
ofany shortened statutory pe1iod for response or anticipated filing to review and comment upon 
the text of any such communication. Salix shall also keep Progenies advised on the maintenance 
of any patents included within the Progenies Patent Rights, Wyeth Collaboration Patent Rights, 
Wyeth Collaboration Joint Patent Rights and Ono Collaboration Joint Patent Rights and provide 
Progenies with reasonable opportunity to comment on maintenance. In the event that the Pruiies' 
respective patent counsel, after good faith discussions, cannot agree with respect to any decision 
to be made with respect to the preparation, filing, prosecution and maintenance of the Progenies 
Patent Rights, Wyeth Collaboration Patent Rights, Wyeth Collaboration Joint Patent Rights or 
Ono Collaboration Joint Patent Rights (including decisions relating to interference, OPP--osition, 
r~vocation, reexamination and similar _m'OCeeclings),. Salix shall make such decision. 
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(b) Ono Collaboration Patent Rights. Progenies shall provide to Salix, 
promptly following its receipt of the same from Ono pursuant to Section 7.2.3 of the Ono 
Agreement, copies of all communications ( and English translations or English summaries 
thereof, as provided by Ono) sent to and received from patent offices pertaining to the 
prosecution of Ono Collaboration Patent Rights. Salix shall have the right to review and 
comment upon the text of any such communication and Progenies shall for that purpose solicit 
any comments that Salix may have and include them as part of its comments to Ono. Salix shall 
have the right to have its patent counsel participate in any communications between Progenics's 
patent counsel and Ono's patent counsel that may occur pursuant to, or in conformance with, 
Section 7.2.3 of the Ono Agreement. Progenies shall provide Salix with notice of any 
communications between its patent counsel and Ono's patent counsel that may be contemplated 
pursuant to Section 7 .2.3 of the Ono Agreement. Such notice shall be provided by Progenies 
promptly following its becoming aware of any such proposed communication and in a manner 
appropriate to provide Salix with a reasonable opportunity to have its patent counsel participate 
in any such communication. Progenies shall provide Salix, promptly following its receipt of the 
same from Ono pursuant to Section 7 .2.3 of the Ono Agreement, with copies of advice it 
receives from Ono on the maintenance of Ono Collaboration Patent Rights and shall include in 
its comments to Ono any comments that Salix may have in respect of maintenance of Ono 
Collaboration Patent Rights. Progenies shall promptly notify Salix ofany notice that it should 
receive from Ono of Ono's election not to prepare, file, prosecute or maintain any Ono 
Collaboration Patent Right, and shall thereafter pursue the preparation, filing, prosecution and 
maintenance of any such Ono Collaboration Patent Rights at Salix's direction. Progenies 
acknowledges that Salix shall have the right to participate in any discussions that it may have 
with Ono with respect to the preparation, filing, prosecution, and maintenance of Ono 
Collaboration Patent Rights contemplated by Section 7.2.3 of the Ono Agreement and shall for 
such purpose notify Salix of any such discussions promptly following its becoming aware of any 
such proposed discussions and in a manner appropriate to provide Salix with a reasonable 
opportunity to participate therein. In no event shall Progenies consent to any action by or on 
behalf of Ono with respect to the prosecution or maintenance of Ono Collaboration Patent Rights 
without first having obtained Salix's consent thereto. In the event that the Parties' respective 
patent counsel, after good faith discussions, cannot agree with respect to any decision to be made 
with respect to the preparation, filing, prosecution and maintenance of the Ono Collaboration 
Patent Rights (including decisions relating to interference, opposition, revocation, reexamination 
and similar proceedings), then Salix shall make such decision. In no event, however, shall 
Progenies be required to take any action that would cause Progenies to breach any Progenies 
Third Party Agreement or that would, in Progenics'sjudgment, be contrary to law. In the event 
that pursuant to Section 2.12 Salix should succeed to all or substantially all of the rights and 
licenses currently held by Ono under the Ono Agreement, then thereafter the Ono Collaboration 
Patent Rights shall be deemed to constitute Progenies Patent Rights and, except as may be 
otherwise required by any ongoing provisions of the Ono Agreement, the prosecution and 
maintenance thereof shall be governed by the provisions of Section 7.2(a). 

(c) Joint Patent Rights. The Parties shall discuss in good faith, and 
thereupon implement, a mutually agreeable patent strategy with respect to all Joint Technology 
that may be patentable, and shall cause their respective patent counsel to communicate no less . 
frequently than .,per -i regarding the prosecution and maintenance of the Joint Patent 
Rights in the Territory and outside the Territory. With respect to all Joint Technology for which 
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the Parties agree patent prosecution should be sought, the Parties shall cooperate in the 
preparation, filing and prosecution ofpatent applications (including provoking, instituting or 
defending interference, opposition, revocation, reexamination and similar proceedings related to 
the Joint Patent Rights), and shall discuss and agree on the content and form ofrelevant patent 
applications and any other relevant matters before such applications are made. Each Party shall 
consider in good faith any comments from the other Party regarding steps to be taken to 
strengthen any Joint Patent Right. Salix shall serve as the lead Party to prosecute and maintain 
all applications covering Joint Patent Rights in the Territory (including provoking, instituting or 
defending interference, opposition, revocation, reexamination and similar proceedings related to 
the Joint Patent Rights), at Salix' s expense, unless otherwise agreed by the Parties. In the event 
that the Pruiies, after good faith discussions, cannot agree with respect to any decision to be 
made regarding the prosecution and maintenance of the Joint Patent Rights in the TeITitory 
(including decisions relating to interference, opposition, revocation, reexamination and similar 
proceedings related to the Joint Patent Rights), then Salix shall make such decision. In all cases_, 
each Party shall provide reasonable assistance to the other Party, at Salix's expense, with respect 
to Joint Patent Rights in the Ten-itory. 

(d) Salix CoUaboration Technology. Salix shall be solely responsible for the 
prosecution of the Salix Collaboration Patent Rights and the maintenance of any patents included 
within the Salix Collaboration Patent Rights at Salix's expense. Salix shall provide to Progenies 
copies of all communications sent to and received from patent offices pertaining to the 
prosecution of the Salix Collaboration Patent Rights including, but not limited to~ draft patent 
~catioils;[i ing rec~jpts, office actions, responses or atlfendments, and notices of allowance. 
Furthermore, the Parties shall cause their respective patent counsel to communicate no less 
frequently than once per Quarter regarding the prosecution of the Salix Collaboration Patent 
Rights. In the event that the Parties, after good faith discussions, cannot agree with respect to 
any decision to be made with respect to the preparation, filing, prosecution and maintenance of 
the Salix Collaboration Patent Rights (including decisions relating to interference, opposition, 
revocation; reexamination and similar proceedings related to the Salix Collaboration Patent 
Rights)_, Salix shall make such decision. In the event Salix elects not to prepare, file, prosecute 
or maintain any Salix Collaboration Patent Rights, it sl1all give Progenies notice to this effect, 
sufficiently in advance to permit Progenies to undertake such filing, prosecution and 
maintenance without a loss of rights, and, thereafter, Progenies may, upon written notice to 
Salix, file and prosecute patent applications and maintain patents included in the Salix 
Collaboration Patent Rights in Salix' s name, all at Progenics's expense, provided that Progenies 
shall provide to Salix, for Salix~ s review and approval, copies of all communications sent to and 
received from any patent office pertaining to the Salix Collaboration Patent Rights, including, 
but not limited to, draft patent applications, filing receipts, office actions, responses or 
amendments, and notices of allowance. 

(c) Orange Book Listings. At least fifteen dl S) Business Days prior to 
expiration of the time period under 21 C.F.R. 314.53 for submitting patent in.formation 
pertaining to Progenies Patent Rights or Joint Patent Rights with respect to any Product, Salix 
shall submit to Progenies any such draft submission, including any forms such as Form FDA 
3542, Form FDA 3542a or any equivalent thereof, for Progenics's review and comment. Salix 
shall consider in good faith any comments made by Progenies pursuant to this Section 7.2(e). In 
the event that the Parties' respective patent counsel, after good faith discussions, cannot agree 
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with respect to any decision to be made with respect to such draft submission, then Salix shall 
make such decision. 

(f) Cooperation. Each Party agrees to cooperate with the other with respect 
to the preparation, filing, prosecution and maintenance ofpatents and patent applications 
pursuant to this Section 7.2, including the execution of all such documents and instruments and 
the performance of such acts (and causing its relevant employees to execute such documents and 
instruments and to perform such acts) as may be reasonably necessary in order to permit the 
other Party to continue any preparation, filing, prosecution or maintenance ofPatent Rights as 
provided for in this Section 7 .2. 

(g) Application for Patent Term Extension. The Parties shall cooperate in 
obtaining Patent Term Extensions. At least~ di) Business Days prior to the expiration of 
any statutory or other regulatory time period in the Territory for submitting an application for 
patent term extension pertaining to any of the patent rights included in the Progenies Patent 
Rights, Wyeth Collaboration Patent Rights, Wyeth Collaboration Joint Patent Rights, Ono 
Collaboration Patent Rights, Ono Collaboration Joint Patent Rights, Ono Independent Patent 
Rights, Joint Patent Rights, Salix Collaboration Patent Rights or Salix Independent Patent 
Rights, including applications for interim extension and SPC in the U.S. or in any foreign 
country in the Territory, Salix shall submit to Progenies a draft application therefor for 
Progenies' s review and comment. Salix shall also promptly provide to Progenies copies of all 
correspondence received from any patent office or re atory office concerning such application 
for extension, and Progenies shall have at least · , ) Business Days to review and 
comment on all correspondence sent to any patent office or regulatory office pertaining to such 
application. Salix shall consider in good faith any comments made by Progenies pursuant to this 
Section 7.2(g). In the event that the Parties cannot agree with respect to any decision to be made 
under this Section 7 .2(g), including the patent to apply for extension, then Salix shall make such 
decision. As necessary to give effect to the provisions ofthis Section 7 .2(g) and the allocation of 
rights and responsibilities between Salix and Progenies set forth herein, Progenies shall exercise 
its rights under Section 7.2.5 of the Ono Agreement as directed by Salix. 

(h) Patent Markings. Salix and Progenies shall discuss whether Products 
shall be marked with the appropriate numbers ofpatents owned solely or jointly by the Parties. 

(i) Progenies Right to File, Prosecute and Maintain. Notwithstanding 
anything to the contrary in Section 7.2(a), (b) and (c), in the event that Salix decides not to file, 
prosecute, maintain or otherwise decides to abandon any Progenies Patent Rights, Wyeth 
Collaboration Patent Rights, Wyeth Collaboration Joint Patent Rights, Ono Collaboration Joint 
Patent Rights, Ono Collaboration Patent Rights or the Joint Patent Rights, then Progenies, in its 
sole discretion and at its own expense, shall have the right to file, prosecute and maintain such 
Patent Right. Whenever possible, Salix shall be given at least nifeffl ~) Business Days prior to 
the earlier of the expiration of any shortened statutory period for response, maintenance, or 
anticipated filing to review and comment upon the text of any such communication. In the event 
that the Parties' respective patent counsel, after good faith discussions, cannot agree with respect 
to any decision to be made with respect to the preparation, filin , rosecution and maintenance 
of such Patent Ri t includin decisions relating to '° , _ . : . 'ci" i ·o~ .~..on 

~~~.~,,, Progenies shall make such decision. 
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7.3. Enforcement of Patent Rights. 

(a) Notice. If a Party becomes aware of any infringement, anywhere in the 
world, of any issued patent within the Progenies Patent Rights, Wyeth Collaboration Patent 
Rights, Wyeth Collaboration Joint Patent Rights, Ono Collaboration Patent Rights, Ono 
Collaboration Joint Patent Rights, Joint Patent Rights, or Salix Collaboration Patent Rights, then 
such Party will notify the other Party in writing to that effect. Any such notice shall include any 
available evidence to support an allegation of such infringement. 

(b) Enforcement of Progenies Patent Rights, Wyeth Collaboration Patent 
Rights, Wyeth Collaboration Joint Patent Rights, Ono Collaboration Joint Patent Rights 
and Joint Patent Rights. Except as otherwise provided in this Section 7.3(b), Salix shall, as 
between Progenies and Salix to the extent Progenies has the right to enforce the Progenies Patent 
Rights, have the first right but not the obligation, at its own expense, to take action (or cause or 
permit to be taken action) to obtain a discontinuance of infringement or bring suit against a Third 
Party infringer in the Territory of any Progenies Patent Rights, Wyeth Collaboration Patent 
Rights, Wyeth Collaboration Joint Patent Rights, Ono Collaboration Joint Patent Rights or Joint 
Patent Rights. Such right shall remain in effect until wu~W ~) days after the date of notice 
given under Section 7.3(a). Salix, at its own expense, may join Progenies as a party plaintiff to 
any action or suit resulting from Salix's exercise of such rights. Progenies may participate, and 
be represented by independent counsel, in such litigation at its own expense. Salix shall not 
consent to the entry of any judgment or enter into any settlement with respect to such an action 
or suit without the prior written consent of Progenies (not to be unreasonably withheld, 
conditioned, or delayed) if such judgment or settlement includes a finding or agreement that any 
Progenies Patent Rights, Wyeth Collaboration Patent Rights, Wyeth Collaboration Joint Patent 
Rights, Ono Collaboration Joint Patent Rights or Joint Patent Rights are invalid, unenforceable, 
or not infringed, grants a Third Party license, or would enjoin or grant other equitable relief 
against Progenies. Salix shall bear all the expenses (except for the expense of Progenics's 
independent counsel) of any such action or suit brought by Salix under this first right claiming 
infringement of any Progenies Patent Rights, Wyeth Collaboration Patent Rights, Wyeth 
Collaboration Joint Patent Rights, Ono Collaboration Joint Patent Rights or Joint Patent Rights. 
If, after the expiration of the ~@]) day period, Salix has not obtained a discontinuance of 
the infringement of the Progenies Patent Rights, Wyeth Collaboration Patent Rights, Wyeth 
Collaboration Joint Patent Rig~ts, Ono Collaboration Joint Patent Rights or Joint Patent Rights, 
as applicable, or filed suit against any such Third Party infringer of such rights, or provided 
Progenies with information and arguments demonstrating to Progenics's reasonable satisfaction 
that there is insufficient basis for the allegation of such infringement of the Progenies Patent 
Rights, Wyeth Collaboration Patent Rights, Wyeth Collaboration Joint Patent Rights, Ono 
Collaboration Joint Patent Rights or Joint Patent Rights, as applicable, then Progenies shall have 
the second right, but not the obligation, at its own expense, to bring suit in Progenics's name 
against such Third Party infringer in the Territory of the Progenies Patent Rights, Wyeth 
Collaboration Patent Rights, Wyeth Collaboration Joint Patent Rights, Ono Collaboration Joint 
Patent Rights or Joint Patent Rights. IfProgenies exercises such second right, then Salix shall 
have the right but not the obligation, at its own expense, to be represented by counsel of its· 
choice in any action or proceeding controlled by Progenies. Progenies may join Salix as a party 
plaintiff to any action or suit resulting from Progenics's exercise of its second right. Progenies 
shall not consent to the entry of any judgment or enter into any settlement with respect to such an 

52 



CONFIDENTIAL TREATMENT 

action or suit without the prior written consent of Salix (not to be unreasonably withheld, 
conditioned, or delayed) if such judgment or settlement includes a finding or agreement that any 
Progenies Patent Rights, Wyeth Collaboration Patent Rights, Wyeth Collaboration Joint Patent 
Rights, Ono Collaboration Joint Patent Rights or Joint Patent Rights are invalid, unenforceable, 
or not infringed, grants a Third Party license, or would enjoin or grant other equitable relief 
against Salix. Progenies shall bear all the expenses ofany such action or suit brought by 
Progenies under this second right claiming infringement ofany Progenies Patent Rights, Wyeth 
Collaboration Patent Rights, Wyeth Collaboration Joint Patent Rights, Ono Collaboration Joint 
Patent Rights or Joint Patent Rights, except for Salix's expenses if Salix exercises its right to be 
represented by counsel of its own choice in such action or suit. Each Party shall cooperate with 
the other Party (including by executing any documents required to enable Salix to initiate such 
litigation) in any action or suit for infringement of any Progenies Patent Rights, Wyeth 
Collaboration Patent Rights, Wyeth Collaboration Joint Patent Rights, Ono Collaboration Joint 
Patent Rights or Joint Patent Rights brought by Salix against a Third Party in accordance with 
this Section 7.3(b) and shall have the right to consult with the other. Neither Party shall incur 
any liability directly to the other Party as a consequence of such action or suit or any unfavorable 
decision resulting therefrom, including any decision holding any Patent Right invalid or 
unenforceable. However, the Party exercising the right to bring an action or suit shall indemnify 
and hold the other Party harmless from any liability to a Third Party as a consequence of such 
action or suit or any unfavorable decision resulting therefrom. Any recovery obtained by either 
Party as a result of any such action or suit against a Third Party infringer shall be allocated first 
to reimburse each Party for all litigation costs in connection with such action or suit paid by that 
Party and then any remaining amount shall be allocated as follows: 

If§.l.fi) brought the infringement action or suit, any remaining 
portion of such recovery shall be allocated between the Parties ~d[rt[Q1:D;ffiftnei~fi
B&~Ieeoiromi.~fm-•:tiQ:Gni\r[~ under this Agreement, as determined in good faith 
by the Parties; or 

In respect to any Progenies Patent Rights as to which Progenies does not have the right to control 
enforcement of such Patent Rights, Progenies (i) shall ensure that Salix is promptly provided 
with all such information as Progenies may receive in respect of the enforcement ofsuch Patent 
Rights and with a full opportunity to participate in any consultations that may take place between 
Progenies and any Third Party holding the right to pursue enforcement of such Patent Rights and 
(ii) shall exercise such rights as it does have in respect of the enforcement of such Patent Rights 
in accordance with Salix's directions. 

(c) Enforcement of Ono Collaboration Patent Rights. Progenies shall 
exercise its rights under Section 7.2.7(c) of the Ono Agreement as directed (and only as directed) 
by Salix; provided, however, that any action taken by Progenies to obtain a discontinuance of 
infringement or bring suit against an infringer of Ono Collaboration Patent Rights pursuant to 
Section 7 .2. 7( c) shall be at Salix' s expense. Progenies shall permit any counsel that it may retain 
to represent it as permitted by the provisions of Section 7.2.7(c) of the Ono Agreement to be 
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directed by Salix. Neither Party shall incur any liability directly to the other Party as a 
consequence of any such litigation or any unfavorable decision resulting therefrom, including 
any decision holding any Ono Collaboration Patent Right invalid or unenforceable. However, to 
the extent Salix exercises its rights under this Section 7 .3( c) to direct Progenies to bring an action 
or suit and to direct and control the prosecution of such action or suit, Salix shall indemnify and 
hold Progenies harmless from any liability to a Third Party (including Ono) as a consequence of 
such action or suit or an unfavorable decision resulting therefrom. Any recovery allocated by 
Progenies under Section 7 .2. 7 ( c) of the Ono Agreement shall, in respect of any action or suit the 
expenses ofwhich have been borne by Salix pursuant to this Section 7.3(c), be delivered by 
Progenies in its entirety to Salix. IfSalix does not elect to direct Progenies' s to exercise 
Progenics's rights under Section 7.2.7(c) of the Ono Agreement, then Progenies may, but is not 
obligated to, exercise its rights under Section 7.2.7(c) of the Ono Agreement to direct and control 
the prosecution of such action or suit; provided, however, that any action taken by Progenies in 
directing and controlling.the prosecution of such action or suit to obtain a discontinuance of 
infringement or bring suit against an infringer ofOno Collaboration Patents pursuant to Section 
7.2.7(c) shall be at Progenics's expense. Neither Party shall incur any liability directly to the 
other Party as a consequence of any such litigation or any unfavorable decision resulting 
therefrom, including any decision holding any Ono Collaboration Patent Right invalid or 
unenforceable. However, to the extent Progenies exercises its rights under this Section 7.3(c) to 
bring an action or suit in its sole discretion and to direct and control the prosecution of such 
action or suit, Progenies shall indemnify and hold harmless Salix from any liability to a Third 
Party (including Ono) as a consequence of such action or suit or an unfavorable decision 
resulting therefrom. Any recovery allocated by Progenies under Section 7.2.7(c) of the Ono 
Agreement shall, in respect of any action or suit the expenses ofwhich have been borne by 
Progenies pursuant to this Section 7.3(c), be retained by Progenies in its entirety. 

(d) Enforcement of Salix Collaboration Patent Rights. Except as otherwise 
provided in this Section 7.3(d), Salix in the Territory and Progenies outside the Territory (the 
"Action Party") shall have the first right but not the obligation, at its own expense, to take action 
( or cause or permit to be taken action) to obtain a discontinuance of infringement or bring suit 
against a Third Party infringer of any Salix Collaboration Patent Rights. Progenies shall not 
exercise its right outside the Territory to initiate such action ( or to cause or permit such action to 
be taken) without obtaining Salix's prior written consent thereto and without providing Salix an 
opportunity to share jointly in the control thereof, and Progenies shall make available to Salix, 
upon Salix's request, any and all documentation controlled or obtained by Progenies relating to 
the conduct of such an action. The right of each Party set forth in the first sentence of this 
Section 7.3(d) shall remain in effect until ;filfc(tJt {[g) days after the date of notice given under 
Section 7.3(a). The Action Party may join the other Party as a party plaintiff to any action or suit 
resulting from the Action Party's exercise of such rights. The Action Party shall not consent to 
the entry of any judgment or enter into any settlement with respect to such an action or suit 
without the prior written consent of the other Party (not to be unreasonably withheld, 
conditioned, or delayed) if such judgment or settlement includes a finding or agreement that any 
Salix Collaboration Patent Right is invalid, unenforceable, or not infringed, grants a Third Party 
license, or would enjoin or grant other equitable relief against the other Party. The Action Party 
shall bear all the expenses of any such action or suit brought by the Action Party claimin 
infringement of any Salix Collaboration Patent Rights. If, after the expiration ofthe ~) 
day period, the Action Party has not obtained a discontinuance of the infringement of Salix 
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Collaboration Patent Rights or filed suit against any such Third Party infringer of Salix 
Collaboration Patent Rights, or provided the other Party with information and arguments 
demonstrating to the other Party's reasonable satisfaction that there is insufficient basis for the 
allegation of such infringement of Salix Collaboration Patent Rights, then the other Party shall 
have the right, but not the obligation, to bring an action or suit against such Third Party infringer 
of Salix Collaboration Patent Rights. The other Party may join the Action Party as a party 
plaintiff to such action or suit resulting from the other Party's exercise of such rights. The other 
Party shall not consent to the entry of any judgment or enter into any settlement with respect to 
sue~ an action or suit without the prior written consent of the Action Party (which consent shall 
not be unreasonably withheld, conditioned, or delayed) if such judgment or settlement materially 
impacts any of the Action Party's rights under this Agreement or would enjoin or grant other 
equitable relief against the Action Party. Each Party shall cooperate (including by executing any 
documents required to enable the other Party to initiate such litigation) with the other Party in 
any action or suit for infringement of any Salix Collaboration Patent Right brought by the other 
Party against a 1bird Party in accordance with this Section 7.3(d) and shall have the right to 
consult with the other Party and to participate in and be represented by independent counsel in 
such litigation at its own expense. Neither Party shall incur any liability directly to the other 
Party as a consequence of such litigation or any unfavorable decision resulting therefrom, 
including any decision holding any Salix Collaboration Patent Right invalid or unenforceable. 
However, the Party exercising the right to bring an action or suit shall indemnify and hold the 
other Party harmless from any liability to a Third Party as a consequence of such action or suit or 
any unfavorable decision resulting therefrom. Any recovery obtained by either Party as a result 
ofany such proceeding against a Third Party infringer shall be allocated first to reimburse each 
Party for all litigation costs in connection with such action or suit paid by that Party and then any 
remaining ortion of such recovery shall be allocated between the Parties Mi'"'' B'11fl,;:, ·• .·· < . 

,.. ~~~~ · · · under this Agreement, as determined in 

7.4. Infringement and Third Party Licenses. 

(a) Infringement of Third Party Patents - Course of Action. If the 
performance of the Licensed Activities by Salix or any of its Affiliates is alleged by a Third 
Party to infringe a Third Party's patent or other intellectual property right, the Party becoming 
aware of such allegation shall promptly notify the other Party. Additionally, if either Party 
determines that, based upon the review of a Third Party's patent or patent application or other 
intellectual property rights, it may be desirable to obtain a license from such Third Party with 
respect thereto so as to avoid any potential suit between either Party and such Third Party, such 
Party shall promptly notify the other Party of such determination and initiate discussions to 
determine whether such license is desirable. 

(b) Salix Option to Negotiate. Subject to Section 7.4(c), in the event that 
Salix determines that, in order for Salix or its Affiliates or Sublicensees to engage in the 
Licensed Activities, it is necessary or desirable for Salix to obtain a license under one or more 
patents or patent applications or other intellectual property rights owned or controlled by a Third 
Party (collectively, "Third Party IP Rights"), Salix shall have the first right, but not the 
obligation, to negotiate and enter into an agreement with such Third Party, whereby Salix is 
granted a license under such Third Party IP Rights permitting Salix and its Affiliates and 
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Sublicensees, as relevant, to practice such Third Party IP Rights in connection with the Licensed 
Activities and the performance of any of its obligations or the exercise of any of its rights under 
this Agreement. If after the earlier to occur of~lvg ~) months following Progenics's notice 
to Salix ofthe need for a license in respect ofThird Party IP Rights in order for Salix or its 
Affiliates or Sublicensees to engage in the Licensed Activities and ~ {[g) days following 
receipt by Salix or Progenies of a written threat of imminent litigation alleging that the conduct 
by Salix or its Affiliates or Sublicensees of the Licensed Activities infringes Third Party IP 
Rights, Salix has not then entered into a license agreement with the relevant Third Party whereby 
Salix is granted a license under such Third Party's Third Party IP Rights, then Progenies shall 
have the right, but not the obligation, to negotiate and enter into, at its expense, an agreement 
with such Third Party, whereby Progenies is granted a license, with the right to sublicense, under 
such Third Party IP Rights. Any such license into which Progenies may enter pursuant to the 
preceding sentence shall constitute a Progenies Third Party Agreement. 

(c) Ono Third Party License. Progenies shall provide Salix with notice of 
any notification that it may receive from Ono pursuant to Section 7.2.8(a) of the Ono Agreement 
or any determination that Progenies itself may make that it may be desirable to obtain a license 
as contemplated by said section. Such notice shall be provided by Progenies promptly following 
its receipt of any such notification or its making of any such determination and in a manner 
appropriate to provide Salix with a reasonable opportunity to participate in any discussions by 
Progenies and Ono in respect thereof as contemplated by Section 7.2.8(a) of the Ono Agreement. 
Salix shall have the right, either directly or through Progenies, as Progenies and Ono may agree, 
to participate in any discussions that may be conducted pursuant to Section 7 .2.8( c ). Progenies 
shall not provide its written consent to any agreement into which Ono may propose to enter 
under Section 7.2.8(b) of the Ono Agreement without first having obtained Salix's consent 
thereto, such consent not to be unreasonably withheld or delayed. 

(d) Third Party Infringement Suit. If a Third Party sues Salix or any of 
Salix's Affiliates or Sublicensees (each Person so sued being referred to herein as a "Sued 
Party"), alleging that the Licensed Activities of Salix or any of Salix's Affiliates or Sublicensees 
during the Term of and pursuant to this Agreement infringe or will infringe such Third Party's 
patent, then, upon Salix's request and in connection with the Sued Party's defense of any such 
Third Party infringement suit, Progenies shall provide reasonable assistance to the Sued Party for 
such defense. 

(e) Patent Certifications. Each Party shall immediately give notice to the 
other Party of any certification filed by a Third Party pursuant to 21 U.S. C. § 355(b)(2)(A) or§ 
355G)(2)(A)(vii) (or any amendment or successor statute thereto) ofwhich it becomes aware 
claiming that any Patent Right of either Party related to this Agreement has expired or is invalid, 
unenforceable or not infringed. 

7.5. Trademarks. 

(a) Product Trademarks. Salix shall be solely responsible for selecting, and 
shall own, all Product Trademarks used, held for use or intended for use on or in connection with 
the Manufacturing, Development and/or Commercialization of the Compound and Products in 
the Territory under this Agreement. 
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(b) Transfer of RELISTOR Trademark. Pursuant to and in accordance 
with the terms of the Transition Agreement, Progenies shall, simultaneously with the transfer of 
relevant Commercialization activities in respect of Products to Salix, cause Wyeth and Wyeth's 
Affiliates, as applicable:, to assign, convey, transfer and deliver to Salix all right, title and interest 
in and to the Trademark RELISTOR as well as all other Assigned US IP and Assigned Ex-US IP 
(as such terms are defined under the Termination Agreement) and all registrations and 
applications in respect of any of the foregoing in the Territory, in each case together with all 
goodwill associated therewith, except for all right, title and interest in and to the RELISTOR 
mark 

1 
in the United States and the United States federal registrations for the marks RELISTOR 

and RELISTOR & Design (Registration Nos. 3535582 and 3592407), which Progenies shall, 
simultaneously with the transfer of relevant Commercialization activities in respect ofProducts 
to Salix, cause Wyeth and Wyeth's Affiliates, as applicable., to assign, convey, transfer and 
aeliver to Progenies and Progenies shall, immediately subsequent thereto, assign., convey, 
b-ansfer and deliver to ~albc, in each case together with all goodwill associated therewith. 

(c) Certain Restrictions. Until termination of this Agreement for any reason 
other than expiration at the end of the Term as provided in Section 10.1, Progenies shall not use, 
register or seek to register, or permit its Affiliates to use, register or seek to register, anywhere in 
the Territory, any Trademark that is confusingly similar to any Trademark owned or used by 
Salix or its Affiliates or Sublicensees in connection with the Commercialization of any Product 
in the Territory. 

8. CONFIDENTIALITY. 

8.1. Product Information. 

(a) The Progenies Paiiies recognize that by reason of, inter alia, Salix's status 
as an exclusive licensee pursuant to the grants under Section 2~ 1, Salix has an interest in the 
Progenies Parties' retention in confidence ofcertain information ofthe Progenies Parties~ 
Accordingly, during the Tenn, the Progenies Parties shall, and shall cause their Affiliates and 
their respective officers, directors, employees, and agents to, keep confidential, and not publish 
or othenvise disclose, and not use directly or indirectly for any purpose other than to fulfill the 
Progenies Parties' obligations, or exercise the Progenies Parties' rights, herew1der or under any 
Subject Agreement or Related Agreement, any data or infonnation owned or possessed by the 
Progenies Parties or any of their Affiliates that relates to the Compound or any Product for use in 
the Field, or the Manufacturing, Development or Commercialization of any of the foregoing ( the 
"Product Information'1; except to the extent (i) the Progenies Parties' Product Information is in 
the public domain through no fault of the Progenies Parties or their Affiliates or any oftheir 
respective officers, directors, employees, or agents (including pursuant to disclosure as 
contemplated by Section 9.2(1)(i)); (ii) such disclosure or use is expressly pennitted under 
Section 8.3, or (iii) such disclosure or use is at such time otherwise expressly petmitted by the 
terms of this Agreement. For purposes ofSection 8.3, Salix shall be deemed to be the Disclosing 
Party with respect to the Progenies Parties' Product Information under Section 8.3 and the 
Progenies Parties shall be deemed to be the Receiving Party with respect thereto. For finiher 
clarification, (i) without limiting this Section 8.l(a), to the extent the Progenies Parties' Product 
Information is disclosed by the Progenies Parties to Salix pursuant to this Agreement, such 
.infonnation shall, subject to the other tenns and conditions oftbis Article 8, also constitute 

57 



CONFIDENTIAL TREATMENT 

Confidential Information of the disclosing Progenies Party with respect to the use and disclosure 
of such data or information by Salix (and the Progenies Party shall be deemed to be the 
Disclosing Party with respect to such Product Information under Section 8.3 and Salix shall be 
deemed to be the Receiving Party with respect thereto), but (ii) the disclosure by a Progenies 
Party to Salix of the Progenies Parties' Product Information shall not cause such information to 
cease to be subjectto the provisions of this Section 8.l(a) with respect to the use and disclosure 
of such Confidential Information by the disclosing Progenies Party. In the event this Agreement 
is terminated, this Section 8 .1 (a) shall have no continuing force or effect with respect to the use 
or disclosure of such information, but Product Information disclosed by Salix to the Progenies 
Parties hereunder shall continue to be Confidential Information of Salix, subject to the terms of 
Sections 8.2, 8.3, and 8.5 for purposes of the surviving provisions of this Agreement. 

(b) Salix recognizes that, in the event the licenses granted to Salix by 
Progenies are terminated pursuant to Section 10.5, the Progenies Parties will have an interest in 
Salix's retention in confidence of certain information of Salix's. Accordingly, following such 
termination pursuant to Section 10.5, Salix shall, and shall cause its Affiliates and their 
respective officers, directors, employees, and agents to, keep confidential, and not publish or 
otherwise disclose, and not use directly or indirectly for any purpose other than to fulfill Salix' s 
obligations, or exercise Salix's rights, hereunder any Salix Product Information (as Product 
Information is defined in Section 8.1 (a)); except to the extent (i) the Salix Product Information is 
in the public domain through no fault of Salix or its Affiliates or any of their respective officers, 
directors, employees, or agents (including pursuant to disclosure as contemplated by Section 
9.2(l)(i) mutatis mutandis); (ii) such disclosure or use is expressly permitted under Section 8.3, 
or (iii) such disclosure or use is at such time otherwise expressly permitted by the terms of this 
Agreement. For purposes of Section 8.3, following termination of the licenses from Progenies to 
Salix pursuant to Section 10.5, the Progenies Parties shall be deemed to be the Disclosing Party 
with respect to Salix's Product Information under Section 8.3 and Salix shall be deemed to be the 
Receiving Party with respect thereto. For further clarification, (i) without limiting this Section 
8.1 (b ), to the extent Salix Product Information is disclosed by Salix to the Progenies Parties 
pursuant to this Agreement, such information shall, subject to the other terms and conditions of 
this Article 8, also constitute Confidential Information of Salix with respect to the use and 
disclosure of such data or information by Progenies (and Salix shall be deemed to be the 
Disclosing Party with respect to Salix Product Information under Section 8.3 and Progenies shall 
be deemed to be the Receiving Party with respect thereto), but (ii) the disclosure by Salix to 
Progenies of Salix Product Information shall not cause such information to cease to be subject to 
the provisions of this Section 8.1 (b) with respect to the use and disclosure of such Confidential 
Information by Salix. 

8.2. Confidentiality. Except to the extent expressly authorized by this Agreement or 
otherwise agreed in writing, the Expanded Parties agree that, for the Tenn and for five (5) years 
thereafter, each Expanded Party (the "Receiving Party'') receiving any Confidential Information 
of another Expanded Party (the "Disclosing Party") under this Agreement shall keep such 
Confidential Information confidential and shall not publish or otherwise disclose or use such 
Confidential Information for any purpose other than as provided for in this Agreement, except 
for Confidential Information that the Receiving Party can establish: 
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(i) was already known by the Receiving Party (other than under an 
obligation of confidentiality) at the time of disclosure by the Disclosing Party and the Receiving 
Party has documentary evidence to that effect; provided, however, that the foregoing exception 
shall not apply in respect of Regulatory Documentation and information included therein 
transferred to Salix pursuant to the provisions hereof or the Transition Agreement; 

(ii) was generally available to the public or othe1wise part of the public 
domain at the time of its disclosure to the Receiving Party; 

(iii) became generally available to the public or otherwise part ofthe 
public domain after its disclosure or development, as the case may be, other than through any act 
or omission ofthe Receiving Party or any of its Affiliates; 

(iv) was disclosed to the Receiving Party, other than under an 
obligation of confidentiality, by a Third Party who had no obligation to the Disclosing Party not 
to disclose such information to the Receiving Party; or 

(v) was independently discovered or developed by or on behalfof the 
Receiving Party witb.out the use of any Confidential Infon11ation belonging to the Disclosing 
Party and the Receiving Party has documentary evidence to that effect; provided, however, that 
the foregoing exception shall not apply in respect ofRegulatory Documentation and information 
included therein transferred to Salix pursuant to the provisions hereof or the Transition 
Agreement. 

Information that is otherwise Confidential Information and consists of a combination of 
infonnation shall not be deemed to be in the public domain if individual elements of such 
information are in the public domain, unless the specific combination of those elements is also in 
the public domain. 

8.3. Authorized Disclosure. 

(a) Disclosure. Notwithstanding the provisions of Sections 8.1 and 8.2, a 
Receiving Party may disclose Confidential Information belonging to the Disclosing Party and a 
Progenies Party may disclose Product Information to the extent such disclosure is reasonably 
necessary to: 

Agreement, 
(i) file or prosecute patent applications as contemplated by this 

(ii) prosecute or defend litigation, 

(ill) (A) exercise its rights under this Agreement, including conducting 
clinical tdals, (8) exercise its rights or perform its obligations under, in the case ofProgenies, the 
Subject Agreements as the same exist on the date hereof, and in the case ofboth Salix and 
Progenies, the Related Agreements, provided in each such disclosure is covered by tenns of 
confidentiality similar to those set forth herein, or (C) engage in corporate transactions, including 
Securitization(s) or other financing or merger or acquisition transactions, provided in each case 
such disclosure is covered by te1ms of confidentiality similar to those set forth herein, and 
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(iv) comply with Applicable Law. 

(b) Notice of Disclosure. In the event a Receiving Party shall deem it 
reasonably necessary to disclose Confidential Information belonging to the Disclosing Party 
pursuant to this Section 8.3~ the Receiving Party shall to the extent possible give reasonable 
advance notice of such disclosure to the Disclosing Party and take reasonable measures to ensure 
confidential treatment of such Confidential Inf01mation. 

8.4.. SEC Filings and Other Disclosures. Any Expanded Party may disclose the 
existence and terms of this Agreement Product Information and other material info1mation 
relating to this Agreement and the matters contemplated hereby (a) to the extent required, in the 
reasonable opinion of such Expanded Party's legal counsel, to comply with Applicable Law, 
including, without limitation, the rules and regulations promulgated by the United States 
Securities and Exchange Commission ("SEC"), and (b) in connection with a prospective 
acquisitio~ merger or financing (including a Securitization) of such Expanded P~, tq 
12rospective ac_quirers_ or m~rger candidates or to existing or potential investors, provided that 
prior to such disclosure each such prospective acquirer, candidate or investor shall agree in 
writing to be bound by obligations of confidentiality and non-use no less restrictive in scope than 
those set forth in this Article 8. Notwithstanding the foregoing, before making a disclosure 
contemplated by clause (a) above, the Expanded Parties will consult with one another on 
material to be redacted in making any such disclosure. If an Expanded Party makes a disclosure 
contemplated by clause (a) above, such Expanded Party agrees, at its own expense, to seek such 
confidential treatment of portions of such disclosure, as may be reasonably requested by any 
other Expanded Party. 

8.5. Public Announcements; Pub1ications~ 

(a) Coordination. The Expanded Parties agree on the importance of 
coordinating their public announcements respecting this Agreement and the subject matter hereof 
( other than academic, scientific or medical publications that are subject to the publication 
provision set forth below). The Expanded Parties shall, from time to time, and at the request of 
any other Expanded Party, discuss and agree on the general infonnation content relating to this 
Agreement (iucluding relating to the Development or Commercialization of the Product) which 
may be publicly disclosed (including by means of any printed publication or oral presentation). 

(b) Press Releases. Promptly following the execution of this Agreemen~ the 
Parties shall simultaneously release their agreed-upon announcement regarding the signing of 
this Agreement. Thereafter, any press release or similar public announcement relating to this 
Agreement or the transactions and activities contemplated hereby (including relating to 
Development or Commercialization events in respect of Products) shall, unless otherwise agreed 
by the Parties, be made in the frnm of a joint release with form and content agreed by the Parties, 
provided that the foregoing shall not prohibit a Party from making any such press release or 
similar public announcement independently of the other Party to the extent such Party 
determines it must make such press release or similar public announcement in order to comply 
with Applicable Law and cannot in compliance with Applicable Law make such press release in 
the form suggested by the other Pmiy, in which event, however, the Party proposing to make an 
independent press release shall use reasonable effmts to provide a draft of such press release to 
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the other Party sufficiently in advance of release to pennit the other Party to comment thereon. 
Except as contemplated by this Section 8.S(b) or permitted by Section 8.4, no Expanded Party 
shall, nor shall it pennit its Affiliates to, issue any press release or similar public announcement 
relating to this Agreement or the transactions and activities contemplated hereby (including 
relating to Development or Commercialization events in respect of Products). 

(c) Publications. During the Term, each Expanded Party will submit to the 
other Expanded Parties (including specifically to its in-house patent counsel) for prior review 
and approval all proposed academic, scientific and medical publications and public presentations 
relating to the Development or Commercialization of any Product for review in connection with 
preservation of Progenies Patent Rights, Wyeth Collaboration Joint Patent Rights, Wyeth 
Collaboration Patent Rights, Ono Collaboration Joint Patent Rights, Ono Collaboration Patent 
Rights, Joint Patent Rights, and Salix Collaboration Patent Rights and to determine whether any 
disclosure of any other Expanded Party's Confidential Information should be modified or 
deleted. Written copies of such proposed publications and resentations shall be submitted to the 
non-publishing Expanded Parties no later than · .~ ,~ day~ before submission for 
publication or presentation, and each non-publishing Expanded Party shall provide its comments 
with respect to such publications and presentations within - ~ days of its receipt ofsuch 
written copy. The review period may be extended for an additional I[~~ ~ days in the event 
any non-publishing Expanded Party can demonstrate reasonable need for such extension, 
including, but not limited to, the preparation and filing of patent applications. By mutual 
agreement, this period may be further extended. Each Expanded Party will each comply with 
standard academic practice regarding authorship of scientific publications and recognition of 
contribution ofother persons in any publications relating to the Development or 
Commercialization of any Product. During the Term, each Expanded Party shall provide to the 
other Expanded Parties (including specifically to its in-house patent counsel) for its information 
any academic, scientific and medical publications relating to the Compound or any Product of 
which such Expanded Party is aware. 

9. REPRESENTATIONS AND WARRANTIES. 

9.1. Representations and Warranties of Each Expanded Party. 

(a) Each of the Progenies Parties hereby represents, warrants, and covenants 
to Salix, and Salix hereby represents, warrants, and covenants to the Progenies Parties, as 
follows: 

(i) it is a corporation duly organized and validly existing under the 
laws of the state or country of its incorporation; 

(ii) the execution, delivery and performance of this Agreement by such 
Party has been duly authorized by all requisite corporate action and does not require any 
shareholder action or approval; 

(iii) it has the power and authority to execute and deliver this 
Agreement and to perform its obligations under this Agreement; 
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(iv) the execution, delivery and perfom1m1ce by such Party of this 
Agreement and its compliance with the tern1s 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 (A) a 
loan agreement, guaranty, financing agreement, agreement relating to one or more Patent Rights 
or other agreement or instrument binding or affecting it or its property; (B) the provisions of its 
charter or operative documents or bylaws; or (C) any law, regulation, order, writ, injunction or 
decree of any court or governmental authority entered against it or by which any of its property 
is bound; and 

(v) it shall at all times comply with all material laws and regulations 
applicable to its activities under this Agreement. 

(b) The representations and warranties contained in this Section 9.1 shall 
survive the execution and delivery of this Agreement. 

9.2. Additional Representations and Warranties of Progenies. In addition to the 
representations and warranties made by Progenies elsewhere in this Agreement, Progenies 
hereby represents, wru.Tants and covenants to Salix as follows. For purposes of this Section 9.2, 
(1) "Knowledge'' means, in respect of Progenies, the actual knowledge, with no duty of or 
having made any specific inquiry or investigation, of any of the following: 

its President or other corporate officers, its Associate General Counsel. Edward R Gates of Wolf 
6reenfield & Sacks, P.C., or S1antonJ.1,ovenworth ofDewey & LeBoeufLLP, and (2) Japan 
shall not be considered a Major Market Col!JltrY,. 

(a} Licensed Patent Rights; Progenies Third Party Agreements. 

(i) To Progcnics's Knowledge, Schedule 9.2(a)(i) identifies all 
Licensed Patent Rights as of the Effective Date in the Designated Countries, in each case along 
with the following information with respect to each identified Patent Right, as applicable: (A) 
country, (B) title, (C) ~pph"'bation nwnber, (D) application filing date, (E) patent number, (F) 
patent issue d~ate, (G) J.isted inventor(s), and 0{) current owner(sJ. For the avoidance of doubt, to 
Progenics's Knowledge Schedule 9.2(a)(i) includes all Patent Rights Controlled by Progenies as 
of the Effective Date in the Designated Countries that claim: (i) the Compound or any Product 
as a composition ofmatter, (ii) the µse of the Compound or any Product, or (iii) the Manufacture 
oftheComQ2und or any Product. 

(ii) Schedule 9.2(a)(ii) identifies each material Progenies Third Pai1y 
Agreement as well as each Progenies Third Party Agreement of which Progenies is aware. 
Progenies has delivered to Salix copies of all Progenies Third Party Agreements listed on 
Schedule 9.2{a)(ii). Such copies are true, con-ect and complete and include all amendments, 
waivers or modifications in respect of each such Progenies Third Party Agreement. 

(b) Wyeth Collabo1·af-!on Patent Rights, Wyeth Collaboration Joint 
Patent Rights, Ono Collaboration Patent Rights, and Ono Collaboration Joint Patent 
Rights. 
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(i) To Progenics's Knowledge, Schedule 9.2(b)(i) identifies all Wyeth 
Collaboration Patent Rights, in each case in existence as of the Effective Date in the Designated 
Countries, and in each case along with the following information with respect to each identified 
Patent Right, as applicable: (A) country, (B) title, (C) application number, (D) application filing 
date, (E) patent number-, (F) patent issue date, (G) listed inventor(s), and (H) current owner. 

(ii) To Progenics's Knowledge, Schedule 9.2(b)(ii) identifies all 
Wyeth Collaboration Joint Patent Rights, in each case in existence as of the Effective Date in the 
Designated Countries, and in each case along with the following information with respect to each 
identified Patent Rigl!t) as '!l!E!icable: (A) country, (B) title, (g_) ~pplication numbetl, (D) 
application filing date, (E) patent numbe~, (F) patent issue date, (G) listed inventor(s), and (H) 
current owner. 

(iii) To Progenies' s Knowledge, there are no Ono Collaboration Patent 
Rights in existence as oftbe Effective Date in any Desigt1ated Country. 

(iv) To Progenics's Knowledge, there are no Ono Collaboration Joint 
Patent Rights in existence as of the Effective Date in any Designated Country. 

(c) Rights in Licensed Patent Rights. 

(i) Except as disclosed on Schedule 9.2(c)(i) and only as to Patent 
Rights on Schedule 9.2(a)(i) where Progenies is listed as the sole owner: (a) Progenies is the sole 
and exclusive owner of the entire right, title and interest to such Patent Rights; and (b) none of 
such Patent Rights is subject to any encumbrance, lien or claim of ownership by any Third Party. 

(ii} Except as disclosed on Schedule 9.2(c)(ii) and only as to Patent 
Rights on Schedule 9.2(a)(i) where Progenies is listed as a joint owner: (a) Progenies is the sole 
and exclusive owner of Progenics's right, title and interest to such jointly owned Patent Rights; 
and (b) none of Progenics's interest in such jointly owned Patent Rights is subject to any 
encumbrance, lien or claim of ownership by any Titlrd Party. 

(ill) Except for that interest retained by Wyeth pursuant to the Wyeth 
Agreement and the Termination Agreement, Progenies is the sole and exclusive licensee in the 
Designated Coun1Ties of the entire right, title and interest to the Wyeth Collaboration Patent 
Rights and Wyeth Collaboration Joint Patent Rights in accordance with the terms of the Wyeth 
Agreement and the Termination Agreement, and Progenies's interest as licensee of such Patent 
Rights is not subject to any encumbrance, lien or claim of ownership by any Third Party. 
Progenies owns an equal, undivided interest in the Wyeth Collaboration Joint Patent Rights and 
Progenics's interest is not subject to any encumbrance~ lien or claim of ownership by any Third 
Pa1ty. 

(d) Prosecution of Patent Rights. As of the Effective Date., the Licensed 
Patent Rights are being procured from the respective patent offices in the Designated Countries 
in accordance with Applicable Law. As of the Effective Date, each such Patent Right is and at 
all times has been in compliance with all legal requirements applicable thereto, and all filings, 
payments, and other actions required to be made or taken to maintain such Patent Rights in full 
i'orce and effect have been made or still can be made by the applicable deadline; and no 
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application for any such Patent Right has been abandoned or allowed to lapse. Except as 
disclosed on Schedule 9.2(d), as of the Effective Date and to Progenics's Knowledge, there are 
no inventors, as determined in accordance with applicable patent laws, with respect to the 
technology claimed in any such Licensed Patent Right other than the inventors named in 
Schedule 9.2(a)(i). 

(e) Pending Patent Applications. As of the Effective Date and to 
Progenics's Knowledge, in respect of any pending United States patent applications included in 
the Licensed Patent Rights which are solely owned by Progenies, the Wyeth Collaboration Patent 
Rights, or the Wyeth Collaboration Joint Patent Rights, except as disclosed on Schedule 9.2(e}~ 
Progenies or the Person prosecuting such Patent Right has presented, to the extent such 
presentation is required given the stage of prosecution of the relevant Patent Right, all relevant 
prior art of which it and the inventors are aware to the relevant patent examiner at the United 
States Patent and Trademark Office. 

(t) Rights in Progenies Know-How. Except as limited by Progenies Third 
Party Agreements listed on Schedule 9.2(a)(ii}, Progenies has full and unrestricted rights to use 
in the Designated Countries for all purposes the Progenies Know-How in its possession or 
currently used by it. Progenies is entitled to grant the licenses granted hereunder in respect of the 
Progenies Know-How. ·Except as disclosed in Schedule 9.2(f), Progenies Know-How solely 
owned by Progenies and Progenics's interest in Know-How jointly owned by Progenies is not 
subject to any encumbrance, lien or claim ofownership by any Third Party. 

(g) Rights in Wyeth Collaboration Know-How, Wyeth Collaboration 
Joint Know-How, Ono Collaboration Know-How, and Ono Collaboration Joint Know­
How. 

(i) Subject to the Wyeth Agreement and the Termination Agreement, 
to Progenics's Knowledge: (i) Progenies has full and unrestricted rights to use in the Designated 
Countries for all purposes the Wyeth Collaboration Know-How and Wyeth Collaboration Joint 
Know-How, (ii) Progenies is entitled to grant the licenses granted hereunder in respect of such 
Know-How, and (iii) Progenics's interest as licensee of such Know-How is not subject to any 
encumbrance, lien or claim ofownership by any Third Party. 

(ii) Subject to the Ono Agreement, to Progenics's Knowledge: (i) 
Progenies has full and unrestricted rights to use in the Designated Countries for all purposes the 
Ono Collaboration Know-How and Ono Collaboration Joint Know-How, (ii) Progenies is 
entitled to grant the licenses granted hereunder in respect of such Know-How, and (iii) 
Progenics's interest as licensee of such Know-How is not subject to any encumbrance, lien or 
claim ofownership by any Third Party. 

(h) Absence of Infringement. To Progenics's Knowledge, in the Designated 
Countries there is no actual, alleged or threatened infringement of the Licensed Patent Rights or 
actual, alleged or threatened misuse or wrongful appropriation of Licensed Know-How or 
Regulatory Documentation, in each case by any Person. 
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(i) Freedom to Operate. 

(i) Except as disclosed in Schedule 9 .2(i} .. to Progenies' s Knowledge, 
the Manufacture, Development and Commercialization in the Designated Countries, of Products 
currently sold or in active Development, in the current formulation, do not require a license from 
any Third Party other than as provided under this Agreement. For the avoidance of doubt, the 
Products currently sold or in active development in one or more of the Designated Countries are 
the syringe/vial Product, the pre-filled syringe Product, the multi-dose pen Product and the oral 
SLS immediate release Product. Neither Progenies nor any of its Affiliates has received written 
notice from any Third Party of any issued and enforceable Patent Right of such Third Party that 
would be infringed by the Manufacture, Development or Commercialization of the Compound or 
Products in the Designated Countries. 

(ii) Except as disclosed in Schedule 9.2(i} .. no claim or litigation has 
been brought or threatened by any Person alleging that the Regulatory Documentation, the 
Progenies Technology or, to Progenics's Knowledge, any other Licensed Technology, or 
alleging that the disclosing, copying, making, assigning, licensing or other utilizing of the 
Regulatory Documentation, the Progenies Technology or, to Progenics's Knowledge, any other 
Licensed Technology, violates, infringes or otherwise conflicts or interferes with any intellectual 
property or proprietary right of any Person. 

(j) Validity and Enforceability. · 

(i) Except as disclosed in Schedule 9 .2(j){i} .. the issued Progenies 
Patent Rights in the Designated Countries solely owned by Progenies and covering the 
Manufacture, Development and Commercialization ofProducts currently sold or in active 
Development (as referenced in Section 9.2(i)(i)) are subsisting and, to Progenics's Knowledge, 
are not invalid or unenforceable, in whole or in part. To the Knowledge of Progenies, the issued 
Wyeth Collaboration Patent Rights and Wyeth Joint Patent Rights in the Designated Countries, 
covering the Manufacture, Development and Commercialization of Products currently sold or in 
active Development (as referenced in Section 9.2(i)(i)) are subsisting and are not invalid or 
unenforceable. 

(ii) Except as disclosed in Schedule 9 .2(j){ii}, the conception, 
development and reduction to practice of the inventions claimed in the Licensed Patent Rights in 
the Designated Colµltries solely owned by Progenies have not constituted or involved the 
misappropriation of trade secrets or other rights or property of any Person. To the Knowledge of 
Progenies, the conception, development and reduction to practice of the inventions claimed in 
the Licensed Patent Rights in the Designate Countries not solely owned by Pro genies have not 
constituted or involved the misappropriation of trade secrets or other rights or property of any 
Person. 

(iii) Except as disclosed in Schedule 9.2(j)(iii), no claim or litigation, 
including any interference, opposition, cancellation or other proceeding, has been brought or, to 
Progenies' s Knowledge, threatened by any Person alleging that the Licensed Patent Rights in the 
Designated Countries solely owned by Progenies are invalid or unenforceable. To the 
Knowledge of Progenies, no claim or litigation, including any interference, opposition, 
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cancellation or other proceeding, has been brought or threatened by any Person alleging that the 
Licensed Patent Rights in the Designated Countries not solely owned by Progenies are invalid or 
unenforceable. 

(k) No Previous Assignments. Except as provided under the Wyeth 
Agreement and the Ono Agreement, Progenies has not previously assigned, transferred, licensed, 
conveyed or otherwise encumbered its right or title to or interest in the Licensed Technology or 
Regulatory Documentation (including by granting any covenants not to sue with respect thereto). 

(I) Confidentiality of Licensed Know-How. 

(i) Through the Effective Date, Progenies has used commercially 
reasonable measures to keep Progenies Know-How and Wyeth Collaboration Joint Know-How 
confidential, subject to those disclosures that Progenies has determined in its reasonable business 
judgment to make itself. As of the Effective Date, there is no Ono Collaboration Joint Know­
How. 

(ii) To Progenics's Knowledge, Wyeth has used reasonable measures 
to keep Wyeth Collaboration Know-How and Wyeth Collaboration Joint Know-How 
confidential. 

(iii) To Progenics's Knowledge, Ono has used reasonable measures to 
keep Ono Collaboration Know-How confidential. 

(m) RELISTOR Marks. 

(i) To the Knowledge ofProgenies, Schedule 9.2{m) sets forth a true 
and complete list ofall registrations, and applications therefor, for the RELISTOR Trademark 
owned by Wyeth or one of its Affiliates as of the Effective Date. The word mark RELISTOR 
and all registrations and applications for registration therefor owned of record by Wyeth as of the 
date hereof in the Territory are herein referred to as the "RELISTOR Marks." 

(ii) Except as set forth in Schedule 9.2(m), to the Knowledge of 
Progenies, (A) Wyeth or one of its Affiliates is the sole and exclusive owner of the RELISTOR 
Marks in the Designated Countries in which Progenies or its licensees have registered any of the 
RELISTOR Marks (the "Trademark Countries"), free and clear of all claims, liens, 
encumbrances, options and licenses other than Wyeth's obligation under the Termination 
Agreement to assign the RELISTOR Marks to Progenies or Salix, as Progenics's designee, and 
(B) Wyeth or one of its Affiliates is the record owner of all the registrations and applications set 
forth on Schedule 9.2(m) for the RELISTOR Marks in the Trademark Countries, and all such 
registrations and applications are in full force and effect, are valid and enforceable, have not 
lapsed, expired or been forfeited, cancelled or abandoned, and all maintenance and renewal fees, 
as applicable, due as of the Effective Date in respect thereof have been timely paid. 

(iii) Except as set forth in Schedule 9 .2(m), none of Progenies and its 
Affiliates and, to the Knowledge of Progenies, Wyeth and its Affiliates has granted any license 
or sublicense in, or waived any rights with respect to, any of the RELISTOR Marks. 
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(iv) Except as set forth in Schedule 9.2(m). to the Knowledge of 
Progenies, no claims are pending or have been threatened to Progenies or any of its Affiliates or, 
to the Knowledge ofProgenies, Wyeth or any of its Affiliates challenging the ownership, use, 
right to use, registrability, priority, scope, validity, or enforceability of any ofthe RELISTOR 
Marks in the Trademark Countries, and to the Knowledge ofProgenies, there exist no facts or 
circumstances which could reasonably provide a basis for any such claim or assertion materially 
adversely affecting the ownership, use, continuing right to use, registrability, priority, scope, 
validity or enforceability ofany of the RELISTOR Marks. 

(v) Except as set forth in Schedule 9.2(m). to the Knowledge of 
Progenies, there are no legal or governmental proceedings that relate to any of the RELISTOR 
Marks in the Trademark Countries. 

(vi) Except as set forth in Schedule 9.2(m). (A) to the Knowledge of 
Progenies, the RELISTOR Marks do not infringe, dilute, violate or otherwise conflict with the 
intellectual property rights of any other Person in the any Trademark Country, (B) none of 
Progenies or its Affiliates or, to the Knowledge of Progenies, Wyeth or its Affiliates has received 
any notice of any such claim or assertion violation or infringement, and (C) no proceedings or 
claims been instituted or asserted in writing against Progenies or its Affiliates or, to the 
Knowledge of Progenies, Wyeth or its Affiliates alleging any such infringement, dilution, 
violation or conflict and, to the Knowledge ofProgenies, there exist no facts or circumstances 
which could reasonably provide a basis for any such claim or assertion. 

(vii) Except as set forth in Schedule 9 .2(m). to the Knowledge of 
Progenies, none of the RELISTOR Marks is subject to any outstanding injunction, judgment, 
order, decree, ruling, charge, settlement or other disposition of any dispute. 

(viii) Except as set forth in Schedule 9.2(m). to the Knowledge of 
Progenies, no other Person is engaging in any activity that infringes, dilutes, violates or conflicts 
with Progenics's or any of its Affiliates' or Wyeth's or any of its Affiliates' intellectual property 
rights in the RELISTOR Marks in any Trademark Country. 

(n) Regulatory Documentation. 

(i) In respect of the Compound and Products, Progenies or, to 
Progenics's Knowledge, Wyeth, has prepared, maintained and retained in all material respects all 
Regulatory Documentation prepared by or for Progenies or Wyeth for filing in each Subject 
Country (the "Subject Documentation") that is required to be maintained or reported pursuant to 
and in accordance with cGCP, cGLP and all other material Applicable Law and all such 
information is true, complete and correct in all material respects. 

(ii) Subject to the terms of the Wyeth Termination Agreement, 
Progenies, to Progenics's Knowledge, owns all right, title, and interest in and to all Subject 
Documentation free and clear of any liens, claims, and encumbrances of any Person. 

(iii) To Progenics's Knowledge, none of the Subject Documentation 
(other than Subject Documentation prepared by or for Wyeth) has been obtained by Progenies 
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pursuant to any license or other agreement with any Third Party, other than contract research 
organizations ("CROs") and other subcontractors of Progenies or Wyeth. 

(iv) All Subject Documentation prepared by or for Progenies, and to 
Progenics's Knowledge, all Subject Documentation prepared by or for Wyeth, is and has been 
filed, updated, and maintained in all material respects in accordance with Applicable Law in 
effect in each country in which Progenies or its licensees have sought Regulatory Marketing 
Approval for a Product (the "Subject Law"; such countries, the. "Subject Countries"), and, except 
as set forth on Schedule 9.2(r){i). Progenies has not received any notice, nor been the subject of, 
any action on the part of any Regulatory Authority in respect of the Subject Documentation that 
would reasonably be expected to have a material adverse effect on the Development or 
Commercialization of Products. 

(o) Adverse Information. To Progenics's Knowledge, information provided 
by Progenies in the electronic data room to which access was provided to Salix in connection 
with the negotiation of this Agreement as of 1 December 2010 and made available io Salix in the 
said electronic data room from and after such date and otherwise as described on Schedule 9 .2(o) 
fairly describes all Adverse Events ofwhich Progenies has Knowledge in respect of the 
Products. "Adverse Events'' means (a) any finding from tests in laboratory animals or in vitro 
that suggests a significant risk for human subjects including reports ofmutagenicity, 
teratogenicity or carcinogenicity and (b) any undesirable, untoward or noxious event or 
experience associated with the clinical, commercial or other use or occurring following 
administration, of a product in humans, occurring at any dose, whether expected or unexpected 
and whether or not considered related to or caused by a product, including such an event or 
experience as occurs in the course of the use of a product in professional practice, in a clinical 
trial, from overdose, whether accidental or intentiona1, from abuse, from withdrawal or from a 
failure of expected pharmacological or biological therapeutic action of a product, and including 
those events or experiences that are required to be reported to the FDA under 21 C.F.R. Sections 
312.32 or 314.80 or to Regulatory Authorities under corresponding Applicable Law outside the 
United States. 

(p) Studies. Progenies or its Afliliates and licensees have conducted or are 
conducting those Clinical Studies with respect to the Compound and those Clinical Studies with 
respect to Products set forth on Schedule 9.2(p). Progenies has conducted, and has caused its 
contractors and consultants to conduct, the aforesaid studies ( other than those covered by the 
next succeeding sentence) and any and all other preclinical and Clinical Studies related to the 
Products conducted by any such Person in accordance in all material respects with applicable 
cGCP, cGLP and a11 other Subject Law. To Progenics's Knowledge, Progenics's licensees have 
conducted, and have caused their contractors and consultants to conduct, the aforesaid studies 
conducted by any such Person and any and al I other preclinical and Clinical Studies related to the 
Products conducted by any such Person in accordance in all material respects with applicable 
cGCP, cGLP and all other Subject Law. Progenies is not aware of any actions., investigations or 
proceedings threatened or taken by any Regulatory Authority to suspend or tem1inate any 
ongoing Clinical Studies for Products, and none of Progenies or its Affiliates or, to Progenics's 
Knowledge, its licensees, has received any notice, charge, subpoena or other request for 
information, which has not been complied with or withdrawn, by a Regulatory Authoiity in the 
Subject Countries asse1iing any material breach of the conditions for approval of any ongoing 
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clinical trials relating to Products. All Clinical Data resulting from the Clinical Studies set forth 
on Schedule 9.2(p} and any other Clinical Studies conducted by Progenies or its licensees in 
respect of the Compound or Products has been collected or acquired, maintained and used in 
compliance with Subject Law and the transfer of all such Clinical Data to Salix, or the making 
available of the same to Salix, as contemplated hereby will comply with all requirements of 
Subject Law. For the purposes ofthis Section 9.2(p), "Clinical Studies" means clinical 
investigations as defined in 21 C.F.R. 312.3(b) and clinical trials governed by Directive 
2001/20/EC. 

(q) No Third Party Rights. Except as to rights of reference granted in favor 
ofThird Parties to Regulatory Approvals under a Progenies Third Party Agreement listed on 
Schedule 9 .2(a)(ii}, neither Progenies nor any of its Affiliates is a party to or otherwise bound by 
any oral or written contract or agreement that will result in any Third Party obtaining any interest 
in, or that would give to any Third Party any right to assert any claim in or with respect to, any 
rights granted to Salix under this Agreement. 

(r) Certain Regulatory Matters. 

(i) Schedule 9.2(r)(i) includes a true, accurate and complete list of the 
status of (A) all Regulatory Marketing Approvals in the Subject Countries held by Progenies or 
any of its Affiliates or licensees relating to the Commercialization of Products and (B) all 
applications or notifications or submissions for Regulatory Marketing Approvals in the Subject 
Countries pending as ofthe Effective Date relating to the Commercialization of Products. 
Progenies has separately disclosed to Salix all other material Regulatory Approvals in the 
Subject Countries held by Progenies or any of its Affiliates relating to the Development, 
Commercialization or Manufacture of Products and all applications or notifications or 
submissions for any such Regulatory Approvals pending as of the Effective Date. Except as 
otherwise set forth on Schedule 9.2{r)(i) or as provided in the Termination Agreement, Progenies 
is the sole and exclusive owner of all such Regulatory Approvals. Each such Regulatory 
Approval for the United States, and for all other Subject Countries, to Progenics's Knowledge, 
(a) has been validly issued or acknowledged by the appropriate Regulatory Authority and is in 
full force and effect and (b) is transferable to Salix. Progenies does not have any Knowledge of 
any condition that would prevent the transfer of any Regulatory Approval set forth on 
Schedule 9 .2(r)(i) to Salix on or after the Effective Date. 

(ii) To Progenics's Knowledge, and except as set forth on or subject to 
Schedule 9.2(r)(i), (A) the Development, Commercialization and Manufacture of Products by 
Progenies or any of its Affiliates or licensees in the Subject Countries has been conducted in all 
material respects in compliance with all material relevant Regulatory Approvals and Subject 
Law; and (B) no Regulatory Authority in the Subject Countries has commenced or, to 
Progenics's Knowledge, threatened to initiate any action, investigation or proceeding alleging, or 
has otherwise alleged, orally or in writing, any violations of any material Subject Law in any 
material respect in connection with the Development, Commercialization or Manufacture of 
Products by Progenies or any of its Affiliates or licensees in the Subject Countries. 

(iii) No Regulatory Authority has notified Progenies or its Affiliates or, 
to Progenics's Knowledge, its licensees, that the conduct of the Development, 
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Commercialization or Manufacturing of Products by Progenies or any of its Affiliates or 
licensees were or are in violation of any Subject Law of the Subject Countries. Except as set 
forth on or subject to Schedule 9.2(r)(it none ofProgenies or its Affiliates or, to Progenics's 
Knowledge, its licensees has received notice from any Regulatory Authority in the Subject 
Countries or is otherwise aware that there are any circumstances currently existing which would 
reasonably be expected to lead to any of the following in the Subject Countries: (A) any loss of 
or refusal to renew any Regulatory Approval relating to Products, (B) renewal on terms less 
advantageous to Progenies or any of its Affiliates or licensees, if applicable, than the terms of 
those Regulatory Approvals currently in force, (C) Recall of any of the Products, or (D) an action 
to enjoin production ofany Product at any facility anywhere in the world. 

(iv) Except as set forth on or subject to Schedule 9.2(r)(i), Progenies 
has delivered to Salix copies of all of the following which are material, and, with respect to the 
EMEA, were provided by Wyeth to Progenies: (A) reports of FDA Form 483 inspection 
observations, or any equivalent report by inspectors or officials from any other Regulatory 
Authority in the Subject Countries, of any material situation relating to Products and requiring 
attention or correction or of conditions or circumstances that are objectionable or otherwise in 
contrary to Subject Law, (B) FDA Notices ofAdverse Findings or any equivalent 
correspondence, notice or communication from any other Regulatory Authority in the Subject 
Countries relating to Products and indicating a failure to comply with Subject Law or other 
requirements, (C) establishment inspection reports relating to Products in the Subject Countries, 
(D) warning letters relating to Products in the Subject Countries, and (E) other documents that 
assert ongoing lack of compliance in any material respect with any Subject Law in respect of 
Products in the Subject Countries, in each case received by Progenies or its Affiliates or, to 
Progenics's Knowledge, its licensees. 

(v) None ofProgenies or its Affiliate or, to Progenics's Knowledge, its 
licensees, nor, to Progenics's Knowledge, any of their employees or any principal investigator 
that has conducted or is conducting clinical trials relating to Products in the Subject Countries, 
has been disqualified, debarred or voluntarily excluded by the FDA or any other relevant 
Regulatory Authority in the Subject Countries for any purpose, or has been charged with or 
convicted under Subject Law for conduct relating to the development or approval, or otherwise 
relating to the regulation, ofany drug product under the Generic Drug Enforcement Act of 1992, 
the FD&C Act or any other relevant Subject Law. With respect to Products, neither Progenies 
nor, to the Knowledge of Progenies, any of its licensees has made any untrue statement of a 
material fact or a fraudulent statement to any Regulatory Authority in any Subject Country, or 
failed to disclose any material fact required to be disclosed to any such Regulatory Authority, or 
committed an act, made a statement or failed to make a statement that, at the time such act, 
statement or omission was made, could reasonably be expected to provide a basis for the FDA to 
invoke the FDA's policy respecting "Fraud, Untrue Statements ofMaterial Facts, Bribery, and 
Illegal Gratuities" set forth in 56 Fed. Reg. 46191 (September 10, 1991) or any similar policy of 
any Regulatory Authority, nor has Progenies or, to the Knowledge ofProgenies, any of its 
licensees, nor any of their respective officers, directors, employees or agents, been convicted of 
any crime or engaged in any conduct for which debarment is mandated by 21 U.S.C. Section 
335a(a) (or any similar law or regulation) or authorized by 21 U.S.C. Section 335a(b) (or any 
similar law or regulation). 
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(vi) To Progenics's Knowledge, all Products in their finished form sold 
prior to the Effective Date in the Subject Countries were manufactured in all material respects in 
accordance with then-current cGMP and in compliance with the applicable specifications of the 
Products as defined in the Regulatory Marketing Approvals in the Subject Countries. 

(s) Promotional Materials. Schedule 9.2{s) sets forth a true, accurate and 
complete list of all material Promotional Materials held by Progenies that Progenies and, to 
Progenies' Knowledge, its Affiliates and licensees, have utilized in connection with the 
Commercialization of Products in the ~hunffi:?.g!rgim] (11(8:ll) days prior to the Effective Date. 

(t) Products. 

(i) Each Product sold by Progenies or its Affiliates or, to Progenics's 
Knowledge, licensees through the Effective Date (A) has been Manufactured and sold in 
compliance with Applicable Law and (B) has been fit for the ordinary purposes for which it is 
intended to be us~d, in all material respects. 

(ii) No Product has been withdrawn, suspended or discontinued by 
Progenies or, to Progenics's Knowledge, any of its licensees as a result of any action by any 
Regulatory Authority. 

(u) Government Funding. To the extent that any of the Progenies Patent 
Rights, Wyeth Collaboration Patent Rights, Wyeth Collaboration Joint Patent Rights, Ono 
Collaboration Patent Rights or Ono Collaboration Joint Patent Rights arose from work funded in 
whole or in part by United States federal funding, to Progenies' s Knowledge, all requirements 
necessary to (i) vest the entire right, title and interest in Progenies or, to Progenics's Knowledge, 
Progenics's licensee of such Patent Rights, subject to the rights of the United States, and (ii) to 
Progenics's Knowledge, grant the licenses granted to Progenies under Patent Rights licensed to 
Progenies, have been satisfied. 

(v) Conflicts. None of the execution and delivery of this Agreement, the 
consummation of the transactions contemplated hereby, or the performance by Progenies of its 
obligations hereunder will trigger any termination right, option, right of first refusal, or other 
rights in any of the Licensed Technology or conflict with Progenics's or any of its Affiliates' 
rights in and to the Licensed Technology or the ownership, use, right to use, validity, priority, 
duration, scope, enforceability, or effectiveness of any of such rights, in whole or in part. 

(w) Disclosure. No representation or warranty of Progenies contained in this 
Agreement or the Related Agreements, and none ofthe statements or information contained in 
any other document, certificate, schedule, exhibit, annex, list or other writing furnished by 
Progenies or its Affiliates to Salix, contains any untrue statement of a material fact or omits to 
state a material fact necessary to make the statement contained herein or therein not misleading. 

9.3. Survival. 

(a) Except as provided in Section 9.3(b), the representations and warranties 
contained in Section 9.2 shall survive the execution and delivery of this Agreement. 
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(b) The representations and warranties contained in Section mgQjJ~IL@Ji)j
~~iii ....,..~.....,,.,{{m""'"':·,-~--,-,,:ifi].,..,.;,5-t"'±t~iJ°fe~-rn ·y,t shall survive only until ~~{@ ~) months after the Effective 1 

Date, provided, however, in the event Salix provides notice of a Dispute prior to the end of such 
period, the relevant representation and warranty shall remain in effect for purposes of such 
Dispute until such Dispute is resolved pursuant to Section 13.12. 

9.4. Progenies Party Covenants. 

(a) _Necessary Agreements. Each Progenies Party will maintain and keep in 
full force and effect all agreements reasonably necessary to perform its obligations, and grant the 
rights granted to Salix, hereunder. 

(b) Encumbrances. No Progenies Party will, without the prior written 
consent of Salix, encumber any portion of the Licensed Technology or Regulatory 
Documentation with liens, charges or encumbrances, or grant any right or title in respect of the 
Licensed Technology or Regulatory Documentation, that is inconsistent with the rights and 
licenses granted to Salix under this Agreement or that would adversely affect Salix's ability to 
Manufacture, Develop, Commercialize or otherwise exploit Compound and Products as 
contemplated hereby. No Progenies Party shall (i) commit any acts or permit the occurrence of 
any omissions by it that would cause the breach or termination of any Pro genies Third Party 
Agreement or (ii) amend or otherwise modify any Progenies Third Party Agreement, in each 
case, such as to diminish or otherwise adversely affect the rights granted to Salix hereunder. 

(c) Conflicts. No Progenies Party will, or permit any of its Affiliates to, enter 
into any agreement or obligation that would materially•adversely affect such Progenies Party's 
ability to grant the licenses to Salix set forth in this Agreement. 

(d) Assignment of Contracts. The Progenies Parties hereby agree, at Salix's 
request, to cooperate in good faith with Salix in effecting the assignment to Salix of the 
Progenies Parties' rights under any Third Party contract or agreement to which any Progenies 
Party is a party in respect of the Manufacture, Development (subject to Section 4.6), 
Commercialization or other exploitation of the Compound or Products, other than the Subject 
Agreements, that the Progenies Parties and Salix mutually determine should be as~igned to Salix 
in order to pennit or facilitate the Manufacture, Development, Commercialization or other 
exploitation by Salix or its Sub licensees of the Compound or Products as contemplated hereby. 
Without limiting the foregoing, the Progenies Parties shall assist Salix in reaching any necessary 
accommodation or agreement with any Third Party that is a party to any such contract or 
agreement so as to permit the effective assignment of the Progenies Parties' rights as 
contemplated by the preceding sentence. It is acknowledged and agreed that the Progenies 
Parties may condition any such assignment upon the assumption by Salix of the Progenies 
Parties' related obligations (or other satisfactory arrangement for the satisfaction by Salix of such 
obligations) to a Third Party that is a party to a contract or agreement to be assigned by 
Progenies to Salix pursuant to this Section 9.4(d), and the Progenies Parties and Salix agree to 
negotiate in good faith with respect to any such arrangements. The provisions of this Section 
9.4(d) are in addition to, and not by way of limitation of, the provisions of Section 4.6. 
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(e) Proprietary Rights. Each Progenies Party sha11 obtain or has already 
obtained from, or required to be in place with respect to, each of its Affiliates and licensees of 
the Compound or Products and its and their employees and agents who are perfo1ming tests or 
studies under this Agreement or otherwise participating in the Development or 
Commercialization of the CompoWld or Products or who otherwise have access to any Salix 
Confidential Information appropriate covenants of confidentiality. Each Progenies Party shall 
also talce, or has already taken, all such steps as are customary and reasonable in the 
phaimaceutical industry to secure from such employees and agents the rights to any inventions, 
infonnation or other product that result from such tests or studies that relate to the Compound or 
Products. 

(f) Certain Agreements. Each Progenies Party shall exercise its rights under 
the Subject Agreements, including in respect of its obligations under Section 2.9(a), (i) in a 
manner as consistent as possible with the Progenies Party's obligations under this Agreement 
and, (ii) in respect ofany exercise ofany such right that could adversely affect Salix's rights 
under this Agreement or the Manufacture, the Development or Commercialization of the 
Compom1d or Product in the Tenitory, in accordance with any reasonable direction provided by 
Salix. Without the prior "Written consent of Salix, no Progenies Party shall voluntarily (i) amend 
or modify, or consent to any action that may be taken under a Subject Agreement, or (ii) 
tenninate or engage in any act or omission that constitutes or would constitute, with or without 
the giving ofnotice or the passage oftime, an event that would pemlit (A) the Universi!:Jof 
Chicago to terminate any rights ofProgemcs or ProNev under~UR.Labs-Progenios 
Agreement, the 1985 Agreement or any related a~eemept, (B) 'Wyet}i to terminate any rights of 
Progeni9s under the Termination Agreement or (C) Ono to ~rminate the Ono Agreement, the 
effect ofwhich, in the case of (A), (B) or (C), would materially adversely affect Salix,s rights 
under this Agreement. Each Progenies Party shall promptly notify Salix ofany such event or of 
.tJie receipt by the Progenies Party of any notice of breach or termination ofthe-URLabs­
Progenics Agreement , the 1985 Agreement or any related §:greement, the Termination 
Am.-eement or the Ono Agreemen~. Each Progenies Party shall take all reasonable actions 
necessary to maintain and enforce the Progenies Party,s rights under Th.e UR Labs ..Progenic~ 
Agreement, the 1985 Afileem~nt and ?UY related agreemen~ the Termination Agreement and the 
Ono Agreement in a manner consistent with the temJs of this Agreement. Without limiting the 
foregoing provisions of this Section 9.4(f), no Progenies Party shall grant the consent required of 
't pur~uant to Section 2.1 of the Ono Agreemen! in order for Ono to have the API or finished 
goods for Products made for Ono outside Ja~n without first obtaining Salix' s written consent 
thereto, which consent Salix acknowledges and agrees may not be withheld in any circumstances 
other than those in which Progenies is pennitted by the terms of the Ono Agreemenf to withhold 
its consent. 

10. TERM AND TERMINATION 

10.1. Term. This Agreement shall take effect as of the Effective Date and, unless 
earlier tem1inated pursuant to Section I 0.2, 10.3, 10.4 or I 0.5, shall expire when Salix has no 
further obligation to make payments of Sub license Revenues under Section 6.4 or to pay 
royalties under Section 6.5(a) (the "Term"). 

10.2. Termination for Cause. 
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(a) Breach. Ifany ofthe Progenies Parties, on the one hand, or Salix, on the 
other hand, breaches any of its material obligations under this Agreement and has not remedied 
such breach within [_fi~ @9) days (or, in the case ofa payment breach,~(@]) days) (the 
"Cure Period') after receipt ofnotice thereof from, in the case of a breach by any Progenies 
Party, Salix or, in the case of a breach by Salix, the Progenies Parties (the "Notice ofBreach"), 
then, respectively, Salix or the Progenies Parties may terminate this Agreement in its entirety but 
not in part immediately upon expiration of such Cure Period; provided that such Notice of 
Breach shall specifically identify the provisions under this Agreement that respectively, Salix or 
the Progenies Parties believe to have been breached and state the intent of, respectively, Salix or 
the Progenies Parties to terminate this Agreement upon expiration of the Cure Period. Without 
limiting the foregoing, the failure of either Salix or the Progenies Parties to pay any amount in 
excess ofmsemB@t>ujifa dollars ($~Uf[Q]) owed to the other within the Cure 
Period shall constitute a breach of a material obligation under this Agreement, provided that, if 
such non-payment is subject to a bona fide good faith dispute between the Expanded Parties 
involved in such payment as to whether such payment is due, the lliS ~) day Cure Period 
shall be tolled pending resolution of such dispute so long as the Expanded Party allegedly owing 
the payment in question is reasonably diligent in pursuing such resolution, and further provided 
that if such amount is part of a larger payment due, only the Cure Period for the amount in 
dispute shall be tolled. 

(b) Termination by Salix Because of Serious Safety or Efficacy Reasons. 
Ifone or more safety or efficacy issues arise with respect to a Product which are sufficiently 
serious that Salix would cease Development or Commercialization of the Product if the Product 
were a product or proposed product owned solely by it, or to which it had exclusive rights, that 
was of similar commercial potential and at a similar stage in its development or product life, 
Salix shall promptly inform Progenies of such safety or efficacy issues( s) and convene a meeting 
of the JSC to discuss such safety or efficacy issues and their implications for Development and 
Commercialization of the Product. If the JSC is unable to agree on a plan to continue 
Development and Commercialization of the Product, the ~nt¥~1~ma~0:B-~ 
~~i~ of Salix and the ~1MM of Progenies will discuss whether there is any viable 
alternative to ceasing Development and Commercialization of the Product. Thereafter, Salix 
may terminate this Agreement with respect to such Product throughout the Territory immediately 
upon notice to Progenies. 

10.3. Termination for Insolvency or Bankruptcy. Either Party may terminate this 
Agreement in its entirety but not in part effective on notice to the other Party (a) upon the 
liquidation, dissolution, winding up, insolvency, bankruptcy, or filing of any petition therefor, 
assignment for the benefit of its creditors, appointment ofa receiver, custodian or trustee, or any 
other similar proceeding, by or of the other Party where such petition, assignment or similar 
proceeding is not dismissed or vacated within mnm @:g) calendar days, (b) if the other Party 
shall propose a written agreement of composition or extension of its debts outside the ordinary 
course of its business or ( c) if the other Party shall admit in writing its inability generally to pay 
its debts as they fall due in the general course. 

10.4. Termination by Salix at Its Discretion. At any time on or after the first 
anniversary of the Effective Date, Salix may terminate this Agreement, in whole but not in part, 
for any reason or no reason, upon gjf.if;Jtuntii~dl~i"!lt51 dlf§Ii) days' prior notice to Progenies. 
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Notwithstanding the foregoing, Progenies shall have a one-time right, exercisable by notice to 
Salix given not less than~ ~) days prior to the date the Agreement would othetwise 
terminate, to postpone such termination for an additional fftil:Yfufgr~dl(mtdl~11tt}j ([~)-day 
period from the date such termination would otherwise have become effective in the event that 
Progenies, despite its good faith and diligent efforts, has not succeeded in transitioning 
Development and Commercialization of the Products to Progenies or its licensee. Salix shall 
continue to fulfill its obligations under this Agreement during such me1·b.~dF' a 
or BiblnfSmrd!iSB ([HID-day period. 

10.5. Termination of Licenses; Accrued Obligations. 

(a) Termination of Licenses. Upon termination of this Agreement for any 
reason (other than expiration at the end of the Term as provided in Section 10.1), subject to 
Sections 2.8 and 6.S(b)(ii), all licenses granted to Salix by Progenies under this Agreement shall 
terminate, and Salix shall have no further right in or to the Licensed Technology, except that, in 
the case of a termination of a Product by Salix under Section 10.2(b ), only the licenses respecting 
the terminated Product granted to Salix by Progenies under this Agreement shall terminate. 

(b) Accrued Obligations. Termination or expiration of this Agreement for 
any reason shall not release any Party hereto from any payment or other liability which, at the 
time of such termination, has already accrued to the other Party or which is attributable to a 
period prior to such termination nor preclude either Party from pursuing all rights and remedies it 
may have hereunder or at law or in equity with respect to any breach of this Agreement. 

10.6. Effects of Termination or Expiration. Upon expiration ofthis Agreement as 
provided in Section 10.1 or termination of this Agreement by Progenies pursuant to Section 
10.2(a) or 10.3 or by Salix pursuant to Section 10.2(b) or 10.4, the following additional terms 
shall apply: 

(a) License under Salix IP; Transfer of Third Party License(s); Non-
Assertion by Salix. Salix (i) shall, and does hereby, grant to Progenies (A) an exclusive, 
perpetual, irrevocable, royalty-free, fully paid-up license under the Salix Collaboration Patent 
Rights and the Salix Collaboration Know-How, and an exclusive, perpetual, irrevocable, royalty­
free, fully paid-up license in the Field under Salix's interest in the Joint Patent Rights and Salix's 
interest in the Joint Know-How, in each case with a right to sublicense, to research, make, have 
made, use, Develop, sell, offer to sell or use, have sold, market, promote, import, export, or 
otherwise Commercialize the Compound or any Product having as its sole active pharmaceutical 
ingredient the Compound anywhere in the world and (B) a non-exclusive, perpetual, irrevocable, 
royalty-free, fully paid-up license under the Salix Collaboration Patent Rights and the Salix 
Collaboration Know-How, and an exclusive, perpetual, irrevocable, royalty-free, fully paid-up 
license under Salix's interest in the Joint Patent Rights and Salix's interest in the Joint Know­
How, in each case with a right to sublicense, to research, make, have made, use, Develop, sell, 
offer to sell or use, have sold, market, promote, import, export, or othetwise Commercialize any 
Product anywhere in the world, and (ii) shall, at Progenies' s option and as Progenies may direct, 
assign or sublicense to Progenies or its Affiliate Salix's rights and obligations under such Third 
Party License(s) to the extent the same relate to the Compound or Products as Progenies may 
determine. From and after such expiration or termination, Salix shall not assert any Salix 
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Independent Patent Rights against Progenies, its Affiliates or its licensees or Sublicensees 
relating to the Development, Commercialization or other exploitation of the Compound or any 
Product anywhere in the world. 

(b) Transfer ofTrademarks, Contracts and Regulatory Documentation. 
Salix shall, and does hereby, and, subject to Section 10.8, shall cause its Sublicensees to, 
transfer, convey, assign and deliver to Progenies all right, title and interest in and to: (i) any 
Product Trademark, but specifically excluding any corporate names and logos of Salix and its 
Affiliates and Sublicensees and any Trademark not used, or developed for use, solely with 
respect to the Commercialization ofProducts in the Field and any domain names incorporating 
any such Product Trademark that may have been used by, or developed for use by, Salix in 
solely in connection with the Commercialization ofProducts (but specifically excluding any 
domain name that includes any corporate names of Salix and its Affiliates and Sub licensees or 
any Trademark not used, or developed for use, solely with respect to Product in the Field) and 
(ii) any agreements with any Third Parties that are related solely to Products (including, if 
applicable, agreements with any Third Party contract research organizations, clinical sites and 
investigators); (iii) any Regulatory Approvals and Regulatory Documentation relating to 
Products. To the extent any such assignment is not legally permissible or such Regulatory 
Approvals or Regulatory Documentation do not relate solely to Products, Salix shall grant 
Progenies the non-exclusive license and right (with right to sublicense) to access, use, and cross­
reference such Regulatory Approvals or Regulatory Documentation in accordance with Section 
12.2. In the event that, despite Progenies' s good faith and diligent efforts, there should be any 
delay in effecting any of the transfers contemplated by this Section 10.6(b), then the Parties shall 
negotiate in good faith provisions for interim arrangements between them and in respect of the 
Development and Commercialization ofProducts as necessary to afford such additional period as 
may be reasonably required in order for such transfer to be completed. 

(c) Right of Reference. Salix shall promptly deliver to Progenies a copy of 
and grant, and does hereby grant, to Progenies a right of reference in accordance with Section 
12.2 to any and all data contained or referenced in any Regulatory Approvals and other 
Regulatory Documentation relating to Products. 

(d) Ongoing Studies. Salix will cooperate with Progenies to transfer any on-
going clinical studies for which it has responsibility hereunder in which patient dosing has 
commenced or, if reasonably practicable and requested by Progenies, allow Progenies to 
complete such trials ( and then assign all related Regulatory Documentation and investigator and 
other agreements relating to such studies), all at Salix's expense. 

(e) Transfer ofTechnical Information. Without limiting this Section 10.6, 
Salix shall cooperate with Progenies in transferring to Progenies or a Third Party, as Progenies 
may direct, within~ (filt) days of the termination hereof, all of the Salix Collaboration 
Know-How and Progenies Confidential Information in the possession of Salix or its 
Sublicensees, except that Salix may retain one (1) copy of such Salix Collaboration Know-How 
and Progenies Confidential Information for the sole purpose ofperforming any continuing 
obligations hereunder or for archival purposes, but not for any other use or purpose. Salix shall, 
within ~ ~ days of the event giving rise to the termination, transfer to Progenies copies of 
all data, reports, records and materials in its possession or control that relate to the Products or 
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Compound and return to Progenies, or destroy at Progenies' s request, all relevant records and 
materials in Salix' s or its Affiliates' possession or control containing Confidential Information of 
Progenies. 

(t) Assistance. Salix shall, and, subject to Section 10.8, shall cause its 
Sublicensees to, provide Progenies, at its request and expense, with such assistance as is 
reasonably necessary to effectuate a smooth and orderly transition of any Development and 
Commercialization ofProducts in the Territory (including any ongoing clinical studies) to 
Progenies or its designee so as to minimize any disruption of such activities. 

(g) Supply of Products. As to Products then being manufactured by or on 
behalf of Salix or its Affiliates, the Parties shall negotiate in good faith a supply agreement for 
such Products on commercially reasonable terms to ensure that Progenies shall have for a period 
ofJ$yj (ID years a continuous supply of such Products. In addition, to the extent permitted under 
the terms of such agreements, Salix shall use Commercially Reasonable Efforts to assign to 
Progenies, at Progenics's request, any of Salix's rights under any agreements for the supply or 
manufacture ofProducts or packaging or the supply of APL Salix shall cooperate with Progenies 
in good faith to arrange for the supply ofAPI to Progenies and shall waive any exclusivity right 
it may have with such suppliers as necessary to permit Progenies to enter into direct supply 
agreements with such suppliers. Furthermore, at Progenics's request, Salix shall sell to Progenies 
any of the inventory (including manufactured Product, packaging materials, Promotional 
Materials and any other commercial items) held by Salix or its Affiliates or Sublicensees at a 
price equal to their cost. And in any case, Salix shall use Commercially Reasonable Efforts to 
transfer, license or sublicense to Progenies or its designee at no cost all documentation and 
technology in Salix's Control necessary to enable Progenies or its designee to manufacture 
Products. 

(h) Termination with Respect to a Product. Notwithstanding Section 
10.6(a) through (g), in the case of a termination with respect to a particular Product under 
Section 10.2(b ), such provisions shall apply only as to the terminated Product. 

10.7. Sale of Inventory. In the event of any termination of this Agreement, Salix may 
continue to sell its existing inventories and any work-in-process ofProducts until the occurrence 
ofeither: (a) Salix's completion ofthe transfer of all Regulatory Approvals and related 
Regulatory Documentation for Products and completion ofperformance under all then-existing 
contracts with Third Parties for the marketing, sale or manufacture of Products, or 
(b) Progenics's directing Salix to halt all sales ofProducts by notice,providedthat at Progenics's 
request, Salix shall promptly provide to Progenies copies of each such Third Party contract, for 
purposes of Progenics's determining whether to direct Salix to halt sales ofProducts pursuant to 
the foregoing clause (b). If either such event occurs prior to the sale of all ofSalix's inventories 
and work-in-process ofProducts and the performance by Salix of its obligations under such 
Third Party contracts in the case of a termination by Progenies pursuant to Section 10.2(a) or 
10.3 or by Salix pursuant to Section 10.4, then Salix shall sell to Progenies, and Progenies shall 
purchase, at Salix's cost therefor, any remaining Salix inventory and work-in-process of any 
Products that are useable and saleable within a commercially reasonable period of time. 
Progenies shall have the right to continue to use supplies of materials carrying the name or 
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trademark of Salix, its Affiliates or Sublicensees until those supplies have been depleted, but in 
no event for a period of more than ~~lit!i.fm-~clf;~QJ~igfi!)] ([s"d) days. 

10.8. Effect of Termination on Sublicenses Granted by Salix. Any and all 
sublicense agreements entered into by Salix or any of its Affiliates with a Sub licensee pursuant 
to this Agreement shall survive the termination of this Agreement (other than pursuant to Section 
10.4), except to the extent that any such Sub licensee under any Sub license is in material breach 
of this Agreement or such Sub license or Progenies elects to grant such Sub licensee a direct 
license of the Sub licensed rights on the same terms applicable to Salix under this Agreement. 
Salix shall, at the request of Progenies, assign any such Sublicense (to the extent not terminated 
pursuant to the preceding sentence) to Progenies or its Affiliates and, upon such assignment, 
Progenies or its Affiliates, as applicable, shall assume such Sublicense, as applicable, provided 
that at Progenics's request, Salix shall promptly provide to Progenies copies of each such 
Sublicense for purposes of Progenics's determining whether to instruct Salix to assign such 
Sublicense to Progenies or its Affiliates. For clarity, any sublicense agreement entered into by 
Salix with any of its Affiliates shall terminate upon the termination of this Agreement. 

10.9. Milestone Payments; Royalties. Following any termination of this Agreement 
in its entirety, Salix shall not be responsible for any (a) milestone payments for milestone events 
that are achieved under Sections 6.2 or 6.3 following the effective date of such termination or (b) 
any royalty payments that accrue under Section 6.5(a) following the effective date of such 
termination, in each case ((a) and (b)) unless and to the extent Salix, itself or through an Affiliate 
or Sub licensee, continues to sell Products pursuant to Section 10. 7 or 10.8. 

10.10. Surviving Provisions. 

(a) Termination. Except as otherwise expressly provided therein, the 
following Articles and Sections of this Agreement shall survive any termination of this 
Agreement for any reason: Sections 2.8, 2.11, 6.6, 7.1, 7.2(c), and 7.3(b) (insofar as it relates to 
Joint Patent Rights), Article 8, Sections 9.1, 9.2, 9.3, 9.4(f), 10.5, 10.6, 10.7, 10.8, and 10.9, this 
Section 10.10, Section 10.11, and Articles 11, 12, and 13 and, to the extent required to give 
effect to the following provisions, Article 1. 

(b) Expiration. Except as otherwise expressly provided therein, the 
following Articles and Sections of this Agreement shall survive any expiration ofthis Agreement 
for any reason: Sections 2.4, 2.6, 2.7, 2.8, 2.11, 2.12, 2.13, 5.5, 6.6, 7.1, 7.2(c), 7.3(b) (insofar as 
it relates to Joint Patent Rights), and 7.5, Article 8, Sections 9.1, 9.2, 9.3, 9.4(f), 10.5, 10.6, 10.7, 
10.8, and 10.9, this Section 10.10, Section 10.11, and Articles 11, 12, and 13 and, to the extent 
required to give effect to the following provisions, Article 1. 

(c) Non-Surviving Provisions Except as otherwise provided in Section 
10.S(b) and this Section 10.10, all rights and obligations of the Parties under this Agreement 
shall terminate upon expiration or termination of this Agreement for any reason. 

10.11. Bankruptcy-Related Matters. All rights and licenses granted under or pursuant 
to this Agreement are licenses of rights to "intellectual property" as defined in Section 365(n) of 
Title 11 of the United States Code ("Title 1 I"). Each Party agrees that the other Party, as 
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licensee of such rights under this Agreement shall retain and may fully exercise all of its rights 
and elections under Title 11. Each Party agrees during the Term, to create and maintain current 
copies or, if not amenable to copying, detailed descriptions or other appropriate embodiments, to 
the extent feasible, of all such intellectual property. If a case is commenced by or against a Party 
(the "Debtor Party") under Title 11, the Debtor Party (in any capacity, including debtor-in­
possession) and its successors and assigns (including, without limitation, a Title 11 trustee) shall: 

(a) as the other Party (the "Non-Debtor Party") may elect in a written request, 
immediately upon such request: 

(i) perform all of the obligations provided in this Agreement to be 
performed by the Debtor Party including, where applicable and without limitation, providing to 
the Non-Debtor Party portions of such intellectual property (including embodiments thereof) 
held by the Debtor Party and such successors and assigns or otherwise available to them; or 

(ii) provide to the Non-Debtor Party all such intellectual property 
(including all embodiments thereof to the extent provided by applicable non-bankruptcy law and 
this Agreement) held by the Debtor Party and such successors and assigns or otherwise available 
to them; and 

(b) not interfere with the rights of the Non-Debtor Party under this 
Agreement, or any agreement supplemental hereto, to such intellectual property (including such 
embodiments), including any right to obtain such intellectual property ( or such embodiments) 
from another entity, to the extent provided in Section 365(n) ofTitle 11. 

(c) Rights to Intellectual Property. If (i) a Title 11 case is commenced by 
or against the Debtor Party, (ii) this Agreement is rejected as provided in Title 11, and (iii) the 
Non-Debtor Party elects to retain its rights under this Agreement as provided in Title 11, then the 
Debtor Party (in any capacity, including debtor-in-possession) and its successors and assigns 
(including, without limitation, a Title 11 trustee) shall provide to the Non-Debtor Party all such 
intellectual property (including all embodiments thereof) held by the Debtor Party and such 
successors and assigns, or otherwise available to them, immediately upon the Non-Debtor 
Party's written request. Whenever the Debtor Party or any of its successors or assigns provides 
to the Non-Debtor Party any of the intellectual property licensed under this Agreement ( or any 
embodiment thereof to the extent provided by applicable non-bankruptcy law and this 
Agreement) pursuant to this Section 10.11, the Non-Debtor Party shall have the right to perform 
the obligations of the Debtor Party under this Agreement with respect to such intellectual 
property, but neither such provision nor such performance by the Non-Debtor Party shall release 
the Debtor Party from any such obligation or liability for failing to perform it. The Parties hereto 
acknowledge and agree that the milestone payments to be paid under Section 6.2 (and any other 
payment by Salix to Progenies under this Agreement other than the royalties to be paid under 
Section 6.5 and milestone payments to be paid under Section 6.3) do not constitute "royalties" 
within the meaning of Title 11 or relate to licenses of intellectual property under this Agreement. 

(d) Additional Rights. All rights, powers and remedies of the Non-Debtor 
Party provided herein are in addition to and not in substitution for any and all other rights, 
powers and remedies now or hereafter existing at law or in equity (including, without limitation, 
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Title 11) in the event of the commencement of a Title 11 case by or against the Debtor Party. 
The Non-Debtor Party, in addition to the rights, power and remedies expressly provided herein, 
shall be entitled to exercise all other such rights and powers and resort to all other such remedies 
as may now or hereafter exist at law or in equity (including, without limitation, Title 11) in such 
event. The Parties agree that they intend the foregoing rights to extend to the maximum extent 
permitted by law, including, without limitation, for purposes of Title 11: 

(i) the right of access to any intellectual property (including all 
embodiments thereof) of the Debtor Party, or any Third Party with whom the Debtor Party 
contracts to perform an obligation of the Debtor Party under this Agreement, and, in the case of 
the Third Party, which is necessary for the research, Development, Manufacture and 
Commercialization of the Product in the Territory; and 

(ii) the right to contract directly with any Third Party to complete the 
contracted work. 

11. INDEMNIFICATION AND INSURANCE 

11.1. Indemnification by Salix. Salix will indemnify, defend and hold harmless 
Progenies, each of its Affiliates, and each of its and its Affiliates' employees, officers, directors 
and agents ( each, a "Progenies Indemnified Party") from and against any and all liability, loss, 
damage, expense (including reasonable attorneys' fees and expenses) and cost (collectively, a 
"Liability") that the Progenies Indemnified Party may be required to pay to one or more Third 
Parties resulting from or arising out of: ( a) any intentional misconduct or gross negligence on the 
part of Salix or its Affiliates in performing any activity contemplated by this Agreement; (b) 
personal injury or death of any person as a result ofuse of any Product containing the Compound 
supplied or sold by Salix or its Affiliates or Sub licensees; ( c) the conduct by Salix or its 
Affiliates or licensees or Sub licensees of any pre-clinical or clinical studies in respect of the 
Compound or Products; ( d) liabilities assumed or incurred by Salix and its Affiliates pursuant to 
Section 4.6( d) and ( e) in respect ofProgenies Third Party Agreements assigned and delegated by 
Progenies or its Affiliates or licensees to Salix pursuant to such Section; or ( e) the breach by 
Salix of any of its representations, warranties or covenants set forth in this Agreement; except, in 
each case ((a), (b), (c), (d) and (e)), to the extent caused by the gross negligence or intentional 
misconduct of Progenies or any Progenies Indemnified Party or a breach by Progenies ofany of 
its representations, warranties or covenants set forth in this Agreement. 

11.2. Indemnification by Progenies. Progenies will indemnify, defend and hold 
harmless Salix, its Affiliates, distributors and each of its and their respective employees, officers, 
directors and agents (each, a "Salix Indemnified Party") from and against any and all Liabilities 
that the Salix Indemnified Party may be required to pay to one or more Third Parties resulting 
from or arising out of: (a) any intentional misconduct or gross negligence on the part of 
Progenies or its Affiliates in performing any activity contemplated by this Agreement; (b) 
personal injury or death of any person as a result ofuse of any Product containing the Compound 
supplied or sold by Progenies or its Affiliates or licensees or Sublicensees ( other than Salix), 
including Product sold by Progenies or its Affiliates or licensees or Sub licensees ( other than 
Salix) that is the subject of the Triad Recall; ( c) the conduct by Progenies or its Affiliates or 
licensees or Sublicensees of any pre-clinical or clinical studies, including Clinical Studies 
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identified in Schedule 9 .2(p), in respect of the Compound or Products; ( d) liabilities retained by 
Progenies and its Affiliates pursuant to Section 4.6(d) and (e), ifany, in respect of Progenies 
Third Party Agreements assigned and delegated by Progenies or its Affiliates or licensees to 
Salix pursuant to such Section; or ( e) the material breach by any Progenies Party of any of its 
representations, warranties or covenants set forth in this Agreement, provided that with respect to 
those contained in Section 9.2, such indemnification shall be subject to Section 9.3; except, in 
each case, ((a), (b), (c), (d) and (e)), to the extent caused by the gross negligence or intentional 
misconduct of Salix or any Salix Indemnified Party or a breach by Salix of any of its 
representations, warranties or covenants set forth in this Agreement. 

11.3. Procedure. Each Party will notify the other Party in writing in the event it 
becomes aware of a Claim for which indemnification may be sought hereunder. In case any 
proceeding (including any governmental investigation) shall be instituted involving any Party in 
respect of which indemnity may be sought pursuant to this Article 11, such Party (the 
"Indemnified Party") shall promptly notify the other Party (the "Indemnifying Party") in writing 
and the Indemnifying Party and Indemnified Party shall meet to discuss how to respond to any 
Claims that are the subject matter of such proceeding. The Indemnified Party shall cooperate 
fully with the Indemnifying Party in defense of such matter. The Indemnifying Party, upon 
request of the Indemnified Party, shall retain counsel reasonably satisfactory to the Indemnified 
Party to represent the Indemnified Party and shall pay the fees and expenses of such counsel 
related to such proceeding. In any such Claim, the Indemnified Party shall have the right to 
retain its own counsel, but the fees and expenses of such counsel shall be at the expense of the 
Indemnified Party unless (a) the Indemnifying Party and the Indemnified Party shall have 
mutually agreed to the retention of such counsel or (b) the named parties to any such Claim 
(including any impleaded parties) include both the Indemnifying Party and the Indemnified Party 
and representation of both Parties by the same counsel would be inappropriate due to actual or 
potential differing interests between them. All such fees and expenses shall be reimbursed as 
they are incurred. The Indemnifying Party shall not be liable for any settlement of any Claim 
effected without its written consent, but, if settled with such consent or if there be a final 
judgment for the plaintiff, the Indemnifying Party agrees to indemnify the Indemnified Party 
from and against any loss or liability by reason of such settlement or judgment. The 
Indemnifying Party shall not, without the written consent of the Indemnified Party, effect any 
settlement of any pending or threatened Claim in respect of which the Indemnified Party is, or 
arising out ofthe same set of facts could have been, a party and indemnity could have been 
sought hereunder by the Indemnified Party, unless such settlement includes an unconditional 
release of the Indemnified Party from all liability on Claims that are the subject matter of such 
proceeding. 

11.4. Insurance. 

(a) Progenies shall obtain and maintain, during the Tenn of this Agreement, 
commercial general liability insurance, including products liability insurance, with reputable and 
financially secure insurance carriers to cover its indemnification obligations under Section 11.2, 

in each case with limits ofnot less than m~?OI!ars ~$pl,~~e~rc~ce~..d in 
the aggregate. Insurance shall be procured with earners having an .. &( _,;,·S~ Ratmg of~PD or 
better. 
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(b) Salix shall obtain and maintain, during the Term of this Agreement, 
commercial general liability insurance, including products liability insurance, with reputable and 
financially secure insurance carriers to cover its indemnification obligations under Section I I. I, 
in each case with limits of not less than MffiilliQP.1~~ ($~\<Ioo~~Q) per occurrence and in 
the aggregate. Insurance shall be procured with carriers having 'an ~~mfill Rating of~~D or 
better. 

12. REGULATORY MATTERS, PRODUCT SAFETY ISSUES, PRODUCT 
RECALLS 

12.1. Regulatory Matters. 

(a) Salix Responsibilities. Salix shall be solely responsible for and shall: 

(i) prepare and submit and/or revise and amend Registrational Filings 
for Products in the Field in the Territory; 

(ii) obtain and maintain Regulatory Approvals including Regulatory 
Marketing Approvals for Products in the Field in the Territory; and 

(iii) prepare and submit all other communications with applicable 
Regulatory Authorities relating to the Development and Commercialization of Products in the 
Field in the Territory, including (A) all correspondence submitted to Regulatory Authorities 
related to the design, conduct or results of non-clinical studies and clinical trials for Products in 
the Field in the Territory; (B) all correspondence submitted to Regulatory Authorities related to 
the Manufacture ofProducts in or for the Field in the Territory; (C) all proceedings relating to 
Drug Price Approval for Products in the Field in the Territory; and (D) all proposed Product 
Labeling for Products in the Territory; 

provided in each case that Salix at its expense shall provide to Progenies a copy of any 
significant Regulatory Documentation filed by Salix or its Affiliates with, and shall make 
reasonable efforts to cause its Sublicensees to provide a copy of any significant Regulatory 
Documentation filed by a Sub licensee with, and Regulatory Authorities in respect ofProducts in 
Major Market Countries. Salix shall be solely responsible for all costs and expenses of 
preparing, maintaining, formatting, and submitting Registrational Filings and any other 
regulatory filings for Products in the Field in the Territory and for all other costs and expenses in 
connection with seeking and maintaining Regulatory Approvals for Products in the Territory, 
including all user fees in connection thereto. 

(b) Certain Initial Regulatory Marketing Approvals in the United States. 
In the case ofRegulatory Documentation prepared by Salix for filing with Regulatory 
Authorities in respect of an initial Regulatory Marketing Approval for a Chronic Pain Product or 
an initial Regulatory Marketing Approval for an Oral Product, in both cases in the United States, 
Salix shall (i) use reasonable efforts to provide drafts of the Regulatory Documentation proposed 
to be filed to Progenies sufficiently in advance of filing to provide Progenies with a reasonable 
opportunity to review and provide Salix with comments in respect of such Regulatory 
Documentation and (ii) give good faith consideration to Progenies' comments and to the 
inclusion thereof in and in respect of such Regulatory Documentation. 
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12.2. Rights of Cross-Reference. 

(a) In Favor of Salix. Solely for purposes of filing Registrational Filings and 
obtaining Regulatory Marketing Approvals for Products in the Territory, Progenies hereby grants 
Salix (i) rights to cross-reference, file or incorporate by reference, with the right to grant further 
rights of reference to Sub licensees, any data or documentation used in support of regulatory 
filings for Products by Progenies or its licensees or their sublicensees or its or their Affiliates, 
including any technical documentation, CMC documentation, and other Regulatory 
Documentation, Clinical Data, Regulatory Approvals, drug master files, and any other data or 
information necessary to the conduct ofclinical trials or the submission or approval of any 
Registrational Filing, in each case to the extent Controlled by Progenies or its Affiliates or 
otherwise prepared by or on behalfofProgenies, in accordance with Applicable Law, including 
Directive 93/42/EEC and Directive 2001/83/EC, as and to the extent necessary or useful to 
support Development activities and any applications for Regulatory Approvals that Salix or its 
Sublicensees may make with respect to Products in the Field in the Territory; and (ii) a "right of 
reference or use" (as that term is defined in 21 C.F.R. §314.3(b), as amended from time to time), 
and any non-United States equivalents (including Article 10c of Directive 2001/83/EC, as 
amended), to any and all data contained or referenced in any Regulatory Approvals and other 
Regulatory Documentation relating to Products, including all Clinical Data, reports, 
correspondence and conversation logs, in each case to the extent Controlled by Progenies or its 
Affiliates, and Progenies shall provide appropriate notification of Salix's access and reference 
rights to the applicable Regulatory Authorities, including an informed consent letter under 
Article 10c of Directive 2001/83/EC as amended. 

(b) In Favor of Progenies. Solely for purposes of filing Registrational 
Filings and obtaining Regulatory Approvals for Products outside the Field or outside the 
Territory, Salix hereby grants Progenies (i) rights to cross-reference, file or incorporate by 
reference, with the right to grant further rights of reference to sub licensees, any data or 
documentation used in support of regulatory filings for Products by or on behalf Salix or its 
Sublicensees, including any technical documentation and other Regulatory Documentation, 
Clinical Data, Regulatory Approvals and drug master files to the extent Controlled by Salix or its 
Sublicensees or otherwise prepared by or on behalfof Salix or its Sublicensees in accordance 
with Applicable Law, including Directive 93/42/EEC and Directive 2001/83/EC, as and to the 
extent necessary or useful to support any applications for Regulatory Approvals that Progenies or 
its licensees may make with respect to Products outside the Field or outside the Territory ; and 
(ii) a "right ofreference or use" (as that term is defined in 21 C.F.R. §314.3(b), as amended from 
time to time), and any non-United States equivalents (including Article 10c ofDirective 
2001/83/EC, as amended), to any and all data contained or referenced in any Regulatory 
Approvals and other Regulatory Documentation relating to Products, including all Clinical Data, 
reports, correspondence and conversation logs, to the extent Controlled by Salix, and Salix shall 
provide appropriate notification of the Progenics's access and reference rights to the applicable 
Regulatory Authorities, including an informed consent letter under Article 1 0c of Directive 
2001/83/EC as amended. 
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12.3. Communications with Rcgulato11r Authorities. 

(a) Regular Updates. Each Paity shall keep the other Party reasonably and 
regularly informed of the preparation of all Registrational Filings and othe1· Regulatory 
Documentation, Regulatory Authority review of aII Registrational Filings and other Regulatory 
Documentation, meetings with Regulatory Authorities, and Regulatory Approvals for Products, 
in each case whether conducted or accomplished by the Party or by its licensees or Sublicensees, 
pursuant to procedures to be developed by the JSC. 

(b) Certain Notifications. Without limiting the generality of its obligations 
under Section 12.3(a), each Party shall keep the other Party inforo1ed, in a timely maimer, of any 
action by, or notification or other information which it or its licensees or sublicensees receives 
(directly or indirectly) from, any Regulatory Authority that: (i) ra•i~~ any material concerns 
regarding the safety or efficacy ofthe Compound or Products; (ii) indicates or suggests a 
potential material liabilicy of either Party to Third Parties in connection with Product~; (iii) is 
reasonably likely to lead to (A2 a delay o.iplanned Regulatory Marketing Approval, (B) the 
imposition in respect ofProducts ofRegulatory Approval requirements beyond those planned, 
(C) the imposition of a risk evaluation and mitigation strategy (REMS) upon, or the recall or 
market withdr~wal of, .Products, or (D) any material delay in, or impediment to:, Regulatory 
Approval or the Commercialization ofProducts; or (iv) relates to e!J?edited and periodic reports 
ofAdverse Events relevant to the Compound or Product~. Each Party shall also provide the 
other Party in a timely manner with a copy ofall correspondence received from a Regulatory 
Auth01ity specifically regarding the matters referred to above. 

(c) Meetings and Communications with Regulatory Autbo1ities. Salix 
shall be responsible for the scheduling, conduct and preparation of materials for meetings and 
other conununications with Regulatory Authorities relating to the Compound or Products. Salix 
shall use reasonable efforts to notify Progenies reasonably in advance of any scheduled or 
anticipated meeting or telephonic communication with Regulatory Authorities relating to an 
initial Regulat0ry Marketing Approval for a Chronic PainProduct or an initial Regulatory 
Marketing A_Rproval foF an Oral Product, in both cases in the United States, and shall promptly 
provide to Progenies any communications sent to or received from any Regulatory Authority in 
respect of an lnitial Regulatory Marketing Apptoval for a Chronic Pain Product or an initial 
Regulatory Marketing ApQ!oval for an Oral Product, in both cases in the United States. 
Progenies may, upon reasonable prior notice to Salix, elect to have its representatives participate 
in any meeting or telephonic communication with Regulatory Authorities r~lating_ to an initial 
Regulatory Marketing Approval for a Chronic Pain Product or an initial Regulatory Marketing 
Appro-yal for an Oral Product, in both cases in the United States. 

(d) Notices of Non-Compliance. Each Party shall disclose to the other Party 
any information petiaining to notices from Regulatory Authorities to it or its licensees or 
Sublicensees or its or their Affiliates of non-compliance with Applicable Law of the Compound 
or Products, including receipt of a warning letter or other notice of alleged non-compliance from 
any Regulatory Authority relating to the Compound or Products. 

12.4. Regulatory Audits. If a Regulatory Authority desires to conduct an inspection or 
audit of any facility in which any Development or Manufacturing activities are being carried out 
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by or on behalf of a Party or its licensees or Sublicensees in respect of the Compound or 
Products or any data (including Clinical Data) generated in the conduct of activities by or on 
behalf of a Party or its licensees or Sublicensees in respect of the Compound or Products, then 
the Party receiving notice of such inspection or audit (a) shall promptly notify the other Party of 
such inspection or audit, (b) shall immediately update the other Pru.ty during (in the case of 
multi-day inspections or audits) and following such inspection or audit of any information 
relating to the Compound or Products, and (c) shall promptly provide to the other Party the 
ins2ection or ~udit observations of such Regulatory Authority relating to such activities or data; 
provided, that the Party shall bave the right to redact any material from such inspection or audi1 
ffiTse~ati®S that do not relate to the Compound or Products, and (d) shall provide a copy of any 
planned response to the other Party, as it relates to the Compound or Products. Each Party 
agrees to use Commercially Reasonable Efforts to cause its licensees and SubJicensees and Third 
Party contractors to accept and abide by an audit mechanism substantially similar to tl1e 
mechanism described in this Section 12.4. 

12.5. Ownership of Regulatory Documentation, Registrational Filings and 
Regu1atory Approvals; Transfer of Rcgistratiooal Filings and Regulatory Approvals. 

(a) Ownership. Salix shall own all right, title and interest in all Regulatory 
Documentation, Registrational Filings and Regulatory Approvals (including Regulatory 
Marketing Approvals) for any Product and any applications therefor in the Field in the Territory. 
Notlring in this Section 12.S(a) shall limit Salix's ability to authorize any Salix Affiliate to seek 
or obtain any Regulatory Approval in the Territory for any Product or own any such Regulatory 
Approval obtained as a result of any such application or Salix's ability to assign ownership of 
any Regulatory Approval or application therefor to an Affiliate. 

(b) Transfer. Progenies, for itselfand its Affiliates, hereby assigns and 
transfers to Salix its entire right, title and interest in and to any and all Registrational Filings and 
Regulatory Approvals in the Te1Titory relating to the Compound or Products held by it or its 
Affiliates and in connection therewith shall, promptly upon Salix's request, execute and deliver 
to any and all relevant Regulatory Authorities all such documents, in such form as may be 
required by Applicable Law aud approved by Salix, as are necessary to effect such transfer of 
ownership of any and all such Registrational Filings and Regulatory Approvals to Salix. 
Progenies shall provide Salix with complete and accurate copies of all such Registration.al 
Filings and Regulatory Approvals as soon as reasonably practicable, but in any event within 
thin.-)1 (@.) days, following the Effective Date. The provisions of this Section 12.5(b) are in 
addition to, and not by way oflimitation of, the provisions of the Transition Agreement. 

12.6. Medical and Customer Inquiries. During Commercialization of any Product, 
Salix and its Affiliates, as appropriate, shall be responsible for responding to all inquiries related 
to such Product raised by health care professionals or other customers in the Field in the 
Territory. 

12.7. Safety Agreement. Promptly following execution of this Agreement, the Parties 
will designate phaimacovigilance responsible person(s) who wi11 be responsible for 
implementing a safety data exchange agreement (the "Safety Agreement'). Such Safety 
Agreement shall be executed within ~et)'i WO) days from the Effective Date or such earlier date 
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as may be required by Applicable Law and shall govern the collection, assessment, management, 
reporting, and exchange ofproduct safety and quality information (including adverse event 
infonnation) and the maintenance of a global safety database in order for each Party to meet its 
regulatory and ethical obligations with respect to the Development and Commercialization of 
Products. In general, each Party will be primarily responsible for submission of all required 
reports with respect to adverse events where such Party is obligated to do so under Applicable 
Law. 

12.8. Product Recalls. 

(a) Product Rcca11s in the Territory. Salix shall be solely responsible at 
Salix's expense for all contact with Regulatory Authorities in the Tenitory relating to any Recall 
of any Product in the Field in the Ten-itory. Salix shall be solely responsible at Salix's expense 
for implementing, directing and administering any Recall of any Product in the Field in the 
Tenitory required or recommended by any Regulatory Authority in 111e Territory or court of 
competent jurisdiction, or detennined by Salix, in its sole discretion, to be necessary or 
advisable. If Salix is required or voluntarily decides to initiate a Recall in the TeITitory with 
respect to any Product, whether or not such Recall has been requested or ordered by any 
Regulatory Authority in the Territory, Salix shall promptly notify Progenies of such requirement 
or decision. Further, Salix shall promptly notify Progenies of any event that Salix believes 
affects continuation of development or commercialization of any Product outside the Territory. 

(b) Product Recalls outside the Territory. Progenies shall promptly notify 
Salix of any event that Progenies believes affects continuation ofDevelopment or 
Commercialization of any Product in the Field in the Territory, and any Recall of any Product 
outside the Field or outside the Territory, including, subject to any applicable confidentiality 
obligations, promptly disclosing to Salix any and all information related to any such Recall of 
any Product provided to Progenies by Ono. 

(c) Cost of Recalls. As between Salix and Progenies, Salix shall be solely 
responsible for the cost of any Recall in the Field in the Tenitory. As between Salix and 
Progenies, Progenies shall be solely responsible for the cost of any Recall outside the Field or 
outside the Territory. 

(d) Triad Recall. Notwithstanding the provisions ofSection 12.8( c ): 

(i) As between Salix and Progenies, Progenies shall be responsible for 
any and all out-of-pocket costs of Salix of any Recall ofProducts occasioned by or resulting 
from the Recall by Triad-Group of alcohol prep pads and swabs that was announced by 
Progenies in its press release dl!_teq 25 January 2011 or any related Recall (the "Triad Recall") 
and follow-on matters relating to the Recall or the basis for the Recall (but, for the avoidance of 
doubt, not including or extending to any loss or damage that Salix might incut in respect of 
diminution ofthe value of Products or the RELISTOR brand, or any similar loss or damage, that 
might arise from or be attributable to the Recall or the basis for the Recall). Progenies shall 
promptly reimburse Sal~ for ~y and all such out-of-pocket costs that may be incurred by Salix 
in connection with any such Jlecall, including costs associated with notification to wholesalers, 
distributors, physicians and patients, costs associated with product recovery and disposition, 
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costs of product replacement, fees and penalties owed to Third Parties by Salix in connection 
with or as a result of any such Recall, costs of communications and other interactions with 
Regulatory Authorities in respect of or related to such Recall, and reasonable fees and expenses 
of any outside legal counsel or. regulatory consultants with which Salix may consult in respect of 
any such Recall. 

(ii) Salix shall pave the right to offset any costs incurred by it which 
are required to be reimbursed to it by 1)~·ogenics pursuant to this Section 12.8(d) and are not 
subject to good faith dispute against any payments owed by Salix to Progenies under this 
Agreement. 

13. MISCELLANEOUS 

13.1. Force Majeure. No Expanded Party shall be liable to the other Expanded Parties 
for any failure or delay in performing any obligation w1der this Agreement (other than any 
payment or confidentiality obligations) when such failure or delay is caused by events beyond its 
reasonable control, including fire, flood, other natural disasters, acts of God, war, labor 
disturbances, interruption of transit, accident, explosion, acts oftenorisrn and civil commotion; 
provided that the Expanded Party so affected shall give prompt notice thereof to the other 
Expanded Parties and shall use reasonable efforts to mitigate the adverse consequences thereof. 
No such failure or delay shall tenninate this Agreement, and each Expanded Party shall complete 
its obligations herem1der as promptly as reasonably practicable following cessation of the cause 
or circumstances of such failure or delay. 

13.2. Agency. No Expanded Party is, nor will be deemed to be, an employee, agent or 
legal representative of the other Expanded Parties for any purpose. No Expanded Party will be 
entitled to enter into any contracts in the name of, or on behalf of the other Expanded Parties, nor 
will an Expanded Party be entitled to pledge the credit of the other Expanded Parties in any way 
or hold itse.Jf out as having authority to do so. 

13.3. Choice of Law. This Agreement shall be governed by and construed in 
accordance with the laws in effect in the State ofNew York. The Agreement of the United 
Nations Convention on Contracts for the International Sale of Goods shall not apply to this 
Agreement. 

13.4. Notices. All notices, requests, demands, waivers, consents, approvals or other 
communications to any Expanded Party hereunder shall be in wiiting and shall be deemed to 
have been duly given if delivered personally to such Expanded Party or sent to such Expanded 
Party by facsimile transmission (receipt confinned) or by registered or certified mail, postage 
prepaid, or by internationally recognized commercial delivery service to the addresses listed 
below, or to such other address as the addressee may have specified in notice duly given to the 
sender as provided herein. 

Ifto Salix: 
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Salix Pharmaceuticals, Inc. 
1700 Perimeter Park Drive 
Morrisville, North Carolina 27560 
USA 
Attention: General Counsel 
Fax No.: 919.447.3417 

with copies (which will not constitute notice) to: 

Salix Pharmaceuticals, Inc. 
1700 Perimeter Park Drive 
Morrisville, North Carolina 27560 
USA 
Attention: Senior Vice President Business Development 
Fax No.: 919.228.4222 

and 

Covington & Burling LLP 
1201 Pennsylvania Avenue, N.W. 
Washington, D. C. 20004 
USA 
Attention: Edward C. Britton, Esq. 
Fax No.: 202.778.5248 

If to the Progenies Parties: 

Progenies Pharmaceuticals, Inc. 
777 Old Saw Mill River Road 
Tarrytown, New York 10591 
USA 
Attn: Chief Executive Officer 
Fax: ~~B.9~Wf~ 

with a copy to: 

Progenies Pharmaceuticals, Inc. 
777 Old Saw Mill River Road 
Tarrytown, New York 10591 
USA 
Attn: President 
Fax: -~~8~] 
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and 

Dewey & LeBoeuf LLP 
1301 A venue of the Americas 
New York, New York 10019 
USA 
Attention: Stanton J. Lovenworth, Esq. 
Fax No.: ~112~~-~1 

Such notice, request, demand, waiver, consent, approval or other communications will be 
deemed to have been given as of the date so delivered, sent by facsimile transmission, or fil']@) 
days after so mailed. This Section 13 .4 is not intended to govern the day-to-day business 
communications necessary between the Expanded Parties in performing their obligations under 
this Agreement. 

13.5. Severability. In the event that any provision ofthis Agreement shall be found in 
any jurisdiction to be in violation ofpublic policy or illegal or unenforceable in law or equity, 
such finding shall not invalidate any other provision of this Agreement in that jurisdiction. If 
any provision hereof should be held invalid, illegal or unenforceable in any respect in any 
jurisdictions then, to the fullest extent permitted by Applicable Law: 

(a) all other provisions hereof shall remain in full force and effect in such 
jurisdiction and shall be construed in order to carry out the intentions of the Expanded Parties 
hereto as nearly as may be possible; 

(b) such invalidity, illegality or unenforceability shall not affect the validity, 
legality or enforceability ofsuch provision in any other jurisdiction; and 

(c) the Expanded Parties shall promptly negotiate in good faith a replacement 
provision to carry out the intention ofthe invalid, illegal or unenforceable provision to the fullest 
extent permitted by Applicable Law. 

To the extent permitted by Applicable Law, each Expanded Party hereby waives any provision 
of Applicable Law that would render any provision hereof prohibited or unenforceable in any 
aspect. 

13.6. Entire Agreement. 

(a) This Agreement, together with the exhibits and schedules attached hereto 
and the Related Agreements, states the entire agreement reached between the Expanded Parties 
hereto with respect to the transactions contemplated hereby. This Agreement, together with the 
Related Agreements, replaces and supersedes any and all previous agreements and 
understandings between the Expanded Parties regarding the subject matter hereof and thereof, 
whether written or oral. 

(b) Simultaneously herewith, (i) the Expanded Parties are entering into a 2010 
Agreement Related to Progenics's MNTX In-License with the University of Chicago and ARCH 
Development Corporation; (ii) Salix and Progenies are entering into a Trademark Co-operation 
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Agreement; and (iii) the Expanded Parties are entering into the Transition Agreement 
(collectively, the "Related Agreements"). The effectiveness of this Agreement is expressly 
conditioned on the execution and delivery of each of the Related Agreements by each of the 
parties thereto. 

13.7. Modifications; No Waiver. No amendment, modification, release, waiver or 
discharge shall be binding upon the Expanded Parties unless in writing and duly executed by 
authorized representatives ofboth Parties, and shall not otherwise affect the terms and provisions 
of this Agreement not affected thereby, which shall remain in full force and effect. The failure 
of any Expanded Party hereto to enforce at any time, or for any period of time, any provision of 
this Agreement shall not be construed as a waiver of such provision or of the right of such 
Expanded Party thereafter to enforce each and every provision. 

13.8. Cumulative Remedies. Except to the extent expressly stated in this Agreement, 
no remedy referred to in this Agreement is intended to be exclusive, but each shall be cumulative 
and in addition to any other remedy referred to in this Agreement or otherwise available under 
equity or law. 

13.9. Assignment; Binding Effect. 

(a) Without the prior written consent of the other Expanded Parties hereto, 
which consent shall not after it has been requested be unreasonably withheld, conditioned, or 
delayed, no other Expanded Party shall sell, transfer, assign, pledge or otherwise dispose of, 
whether voluntarily, involuntarily, by operation of law or otherwise, this Agreement or any of its 
rights or duties hereunder; provided, however, that any Expanded Party hereto may assign or 
transfer this Agreement or any of its rights or obligations hereunder without the consent of the 
other Expanded Parties (i) to any Affiliate of such Expanded Party; or (ii) to any Third Party 
with which it merges or consolidates, or to which it transfers all or substantially all of its assets 
relating to Products if in any such event (A) the assigning Expanded Party (provided that it is not 
the surviving entity) remains jointly and severally liable with the relevant Affiliate or Third Party 
assignee under this Agreement, and (B) the relevant Affiliate assignee, Third Party assignee or 
surviving entity assumes in writing all of the assigning Expanded Party's obligations under this 
Agreement. For purposes of clarification, a Third Party that merges or consolidates with an 
Expanded Party or an Affiliate of an Expanded Party, or to which an Expanded Party or an 
Affiliate of an Expanded Party transfers all or substantially all of its assets to which this 
Agreement relates, shall not be deemed to grant the other Expanded Parties to this Agreement 
any license to such Third Party's technology in existence as of the effective date of such merger, 
consolidation or transfer, unless such grant is made pursuant to a separate agreement, provided 
such Third Party shall maintain all licenses granted hereunder by such first Expanded Party with 
respect to its technology and any information, materials and inventions with respect thereto. Any 
purported assignment or transfer in violation of this Section 13.9(a) shall be void ab initio and of 
no force or effect. 

(b) This Agreement shall be binding upon and inure to the benefit of the 
Expanded Parties and each of their successors and permitted assigns. 

90 



CONFIDENTIAL TREATMENT 

(c) Progenies may assign its rights to (i) receive royalties or other l)ayme,nts, 
(ii) receive the reports described in Section 6.6(b), (iii)_ audit the records of Salix as described in 
Section 6~6(f), and (iv) make indemnification claims against Salix pursuant to Section 11.1 to 
~y-Thil'd Party in connection with any securitization ofroyalties or other payments due from 
Salix to Progenies hereunder (a "Securltization"''). 

13.10. Change in Control of Progenies; Acquisition. 

(a) In the event a Change. in Control of Progenies or an Acquisition by 
Progenies results in Progenies controlling, being controlled by, or being under common control 
with a Salix Competitor or results in Progenies or any Person controlling, controlled by or under 
common control with Progenies being involved in the development or commercialization of a 
product Developed or Commercialized for use in the Human Field in respect of the diagnosis, 
treatment or prevention of constipation, then Progenies (or its successor) shall provide Salix with 
notice within five (5) days following the closing date ofsuch transaction. Salix shall have the 
right, in its sole discretion, (i) to terminate~ by notice to Progenies (or its successor) gjven at any 
time within sbc @) months following the closing date of any such transaction, any and all 
provisions contained in this Agreement (excluding Section~) that require Salix to provide to or 
make available to Progenies information in respect of the Development or Commercialization of 
the 99n1ppund or Products, or any other aspect ofSalix's business, that Salix in its reasonable 
discretion deems to be competitively sensitive, in each case insofar as such provision relates to 
information to be prpvided by Salix to Progenies and (ii) to disband, by notice to Progenies (or 
its successor) given at any time within sh~ (G) months following the closing date of any such 
transaction, the Committees and tem1inate their activities and thereafter undertake all activities 
assigned by this Agreement to the Committees solely and exclusively by itself. 

(b) For purposes of this Section 13.10, ncontrol" and, with correlative 
meanings, the terms "controlled by" and "under common control with" means (i) the possession, 
dire-etly or indirectly, of the power to direct, or cause the direction ot: the management or 
policies, whether through the ownership of voting securities, by contract relating to voting rights 
or corporate governance, or otherwise, or (ii) ownership, directly or indirectly, of fifty percent 
(50%) or more of the shares of stock entitled to vote for the election of directors, in the case of a 
corporation, or fifty percent (50%) or more of the voting securities, or other voting ownership 
interests, in the case of any limited liability company or other type oflegal entity. 

13.11. Counterparts. This Agreement may be executed in any number of counterpm1s, 
each of which shall be deemed to be an original and all of which taken together shall constitute 
one and the same instrument. 

13.12. Executive Mediation. 

(a) General. If any dispute arising out of, in connection with or relating to 
this Agreement occurs (a "Dispute"), including any question regarding its existence, validity or 
termination,. but, subject to Section 3.S(c), excluding any dispute relating to a matter within the 
jurisdiction of the JSC, any Expanded Party may, by notice to the other Expanded Parties party 
to such Dispute, have such Dispute referred to their res.Q_ective officer designated below for 
attempted resolution by good faith negotiations within sixty (60) days after such notice is 
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received ("Executive Mediation"). Such negotiations shall not be admissible in any subsequent 
dis ute resolution proceeding. Said desi ated officers are: (a) for the Progenies Parties: 

. and (b) for Salix: ~hlot~Yc.~f.' ·-~!itJ3trsm..~srPe~@lt~enf. If the designated 
officers are unable to resolve the dispute, then any Expanded Party may seek to resolve the 
dispute pursuant to litigation in accordance with Section 13.17. The Expanded Parties shall 
continue performing their obligations under the Agreement in accordance with its provisions 
pending the outcome of Executive Mediation under this Section 13.12. 

(b) Interim Relief. Notwithstanding anything herein to the contrary, nothing 
in this Section 13.12 shall preclude any Expanded Party from seeking interim or provisional 
relief, including a temporary restraining order, preliminary injunction or other interim equitable 
relief concerning a Dispute, if necessary to protect the interests of such Expanded Party. This 
Section 13 .12 shall be specifically enforceable. 

13.13. No Consequential Damages. IN NO EVENT SHALL ANY EXPANDED 
PARTY OR ITS AFFILIATES BE LIABLE FOR SPECIAL, INDIRECT, INCIDENTAL OR 
CONSEQUENTIAL DAMAGES, WHETHER BASED ON CONTRACT, TORT OR ANY 
OTHER LEGAL THEORY;providedthat this limitation shall not limit the indemnification 
obligations of either Party under Article 11 for damages claimed by a Third Party that are 
indemnifiable thereunder; and provided further that this Section 13 .13 shall not apply with 
respect to any breach by any Expanded Party of the obligations of confidentiality and non-use set 
forth in Article 8. 

13.14. Interpretation. The paragraph and other headings contained in this Agreement 
are for reference purposes only and shall not affect the meaning or interpretation of this 
Agreement. All references in this Agreement to an Article, Section, or Schedule shall refer to an 
Article, Section, or Schedule in or to this Agreement, unless otherwise stated. The word 
"including" and similar words shall mean "including without limitation" and "including, but not 
limited to,". The words "herein," "hereof' and "hereunder" and other words of similar import 
refer to this Agreement as a whole and not to any particular Section, section or other subdivision. 
References in this Agreement to "provisions of this Agreement" refer to the terms, conditions 
and promises contained in this Agreement taken as a whole. All references to days, months, 
quarters or years are references to calendar days, calendar months, calendar quarters, or calendar 
years, unless otherwise stated. All references to "dollars" or "$" are, unless explicitly provided 
otherwise, references to dollars of the United States of America. References to the singular 
include the plural and to the plural include the singular. The word "or" is used in the inclusive 
sense (and/or). Without limiting the effect of the second sentence of the definition of "Product" 
in this Agreement, it is understood and agreed that it is the Parties' intent that in identifying and 
comparing indications, the substantive meaning of terms used herein and by any Regulatory 
Authority, and not strict nomenclature, shall govern. 

13.15. Representation by Counsel. The Expanded Parties acknowledge and agree that: 
(i) each Expanded Party and its counsel reviewed and negotiated the terms and provisions of this 
Agreement and have contributed to its revision, (ii) the rule of construction to the effect that any 
ambiguities are resolved against the drafting party shall not be employed in the interpretation of 
this Agreement, and (iii) the terms and provisions of this Agreement shall be construed fairly as 
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to all Expanded Parties hereto and not in a favor of or against any Expanded Party, regardless of 
which Expanded Party was generally responsible for the preparation of this Agreement. 

13.16. Further Assurances. Each Expanded Party shall execute and deliver, or cause to 
be executed and delivered, such further instruments and do an cause to be done such further acts 
and things, including the filing of such assignments, agreements, documents and instruments, as 
may be necessary or as the other Expanded Parties may reasonably request in connection with 
this Agreement or to carry out more effectively the provisions and purposes hereof, or to better 
assure and confirm unto such other Expanded Parties their rights and remedies under this 
Agreement. 

13.17. Jurisdiction; Venue; Service. 

(a) Jurisdiction. Subject to Section 13.12, the Expanded Parties hereby 
irrevocably and unconditionally consent to the exclusive jurisdiction of the courts of the State of 
New York and the United States District Court for the Southern District ofNew York, in either 
case sitting in the Borough ofManhattan in the City ofNew York, for any action, suit or 
proceeding ( other than appeals therefrom) arising out of or relating to this Agreement, and agree 
not to commence any action, suit or proceeding (other than appeals therefrom) related thereto 
except in such courts. The Expanded Parties irrevocably and unconditionally waive their right to 
a jury trial. 

(b) Venue. The Expanded Parties hereby irrevocably and unconditionally 
waive any objection to the laying of venue of any action, suit or proceeding ( other than appeals 
therefrom) arising out of or relating to this Agreement in the courts of the State ofNew York or 
in the United States District Court for the Southern District ofNew York, in either case sitting in 
the Borough of Manhattan in the City ofNew York, and hereby further irrevocably and 
unconditionally waive and agree not to plead or claim in any such court that any such action, suit 
or proceeding brought in any such court has been brought in an inconvenient forum. 

(c) Service. Each Expanded Party agrees that service of any process, 
summons, notice or document by registered mail to its address set forth in Section 13.4 shall be 
effective service ofprocess for any action, suit or proceeding brought against it under this 
Agreement in any such court. 

13.18. Specific Enforcement. The Expanded Parties acknowledge and agree that, 
without restriction, the restrictions set forth in Article 8 are reasonable and necessary to protect 
the legitimate interests of the other Expanded Parties and that such other Expanded Parties would 
not have entered into this Agreement in the absence of such restrictions, and that any breach or 
threatened breach of any such provision or other prohibitive or mandatory provision of this 
Agreement may result in irreparable injury to such other Expanded Parties for which there will 
be no adequate remedy at law. In the event ofa breach or threatened breach of any such 
provision, the non-breaching Expanded Parties shall be authorized and entitled to obtain from 
any court of competent jurisdiction injunctive relief, whether preliminary or permanent, specific 
performance and an equitable accounting ofall earnings, profits and other benefits arising from 
such breach, which rights shall be cumulative and in addition to any other rights or remedies to 
which such non-breaching Expanded Parties may be entitled in law or equity. All Expanded 
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Parties agree to waive, to the maximum extent permitted by Applicable Law, any requirement 
that the others (i) post a bond or other security as a condition for obtaining any such relief and 
(ii) show irreparable harm, balancing ofharms, consideration of the public interest or inadequacy 
of monetary damages as a remedy. Nothing in this Section 13.18 is intended, or should be 
construed, to limit any Expanded Party's right to equitable relief or any other remedy for a 
breach of any other provision of this Agreement. 

13.19. Export Control. This Agreement is made subject to any restrictions concerning 
the export of products or technical information from the United States or other countries that 
may be imposed upon or related to the Progenies Parties or Salix from time to time. Each 
Expanded Party agrees that it will not export, directly or indirectly, any technical information 
acquired from the other Expanded Parties under this Agreement or any products using such 
technical information to a location or in a manner that at the time of export requires an export 
license or other governmental approval, without first obtaining the written consent to do so from 
the appropriate agency or other governmental entity in accordance with Applicable Law. 

13.20. Performance by Third Party Contractors and Affiliates. 

(a) Each Expanded Party shall have the right to subcontract any of its 
Development and Commercialization activities with respect to Products to one or more Third 
Party contractors, provided that it furnishes the other Expanded Parties with advance notice 
thereof and an opportunity to consult regarding such subcontract, which notice shall specify the 
work to be subcontracted, and obtains a written undertaking from the Third Party contractor that 
it shall be subject to the applicable terms and conditions of this Agreement, including the 
provisions ofArticle 8. Each Expanded Party shall be responsible for the work performed by 
such Third Party contractor(s), and shall remain solely responsible for all costs and expenses 
associated with its use of Third Party contractor(s) hereunder. 

(b) Each of the Expanded Parties acknowledges that certain of the other 
Expanded Parties' obligations under this Agreement may be performed by Affiliates of such 
other Expanded Parties. Each of the Expanded Parties guarantees performance of this 
Agreement by any of its Affiliates. 

13.21. No Benefit to Third Parties. The representations, warranties, covenants and 
agreements set forth in this Agreement are for the sole benefit of the Expanded Parties hereto and 
their successors and permitted assigns, and, with the exception ofthe provisions of Sections 11.1 
through 11.3, they shall not be construed as conferring any rights on any other parties. 

13.22. Effect of Termination of the UR Labs-Progenies Agreement. 

(a) Background. Progenies and UR Labs, Inc., a Nevada corporation ("UR 
Labs"), entered into an Exclusive Sub-License Agreement, dated as of 21 September 2001, as 
amended (the "UR Labs-Progenies Agreement"), under which UR Labs granted Progenies a 
license, with the right to further sublicense, under certain Progenies Technology. On 22 
December 2005, UR Labs assigned the UR Labs-Progenies Agreement, together with all Patent 
Rights and Know-How licensed thereunder, to ProNev, Progenics's wholly-owned subsidiary. 
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(b) Direct License to Salix. Solely for the purpose of maintaining the 
continuity of the licenses granted by Progenies to Salix under this Agreement, should the UR 
Labs-Progenies Agreement be tenninated for any reason other than as a result of Salix's uncured 
material breach of this Agreement (a usalix Non-Defaulting Termination"), then ProNev shall, 
and hereby does, grant to Salix a direct license under all Progenies Patent Rights and Progenies 
Know-How Controlled by ProNev. In such event, the foregoing license shall be on the tenns and 
conditions of the UR Labs-Progenies Agreement as supplemented by this Section 13.22 and shall 
remain in effect for the duration of the license granted by Progenies to Salix under this 
Agreement. Progenies hereby consents to ProNev's grant of such a license to Salix. For 
purposes ofthis Section 13.22, the UR Labs-Progenies Agreement shall be deemed tem1inated 
on either (i) the date of termination pursuant to the UR Labs-Progenies Agreement after giving 
effect to any cure or grace periods or, (ii) in the event that Progenies initiates litigation or 
arbitration challenging the existence of a termination event, the date of a final determination of 
termination by a court of competent jurisdiction or binding arbitration panel. 

(c) Termination of Direct License to Salix. If and to the extent that the 
license granted by Progenies to Salix under this Agreement is terminated, in whole or in part, by 
Progenies pursuant to Section 10.2 or 10.3, then the license granted by ProNev to Salix uuder 
Section l3.22(b) shall likewise be automatically terminated to the same extent. 

(d) Payments in the Event of Termination of the UR Labs-Progenies 
Agreement. In consideration of the direct license granted by ProNev to Salix under Section 
l3.22(b), in the event of a Salix Non-Defaulting Termination of the UR Labs-Progenies 
Agreemen:h Salix shall thereafter pay to ProNev arty payments which rrogenics would have been 
required to P.ay to ProNev under the UR Labs-Progenies Agree~ent (had the UR Labs-Progenies 
Agreement remained in effect) in connection with the license granted by Progenies to Salix 
under this Agreement, any such payments to be made at ~uch times as such payments would 
have oth~se beco]ie due under the UR Labs-Pxogenics Agreement. Salix shall be entitled to 
tleduct any amount owed by it to ProNev under this Section 13.22(d) from any amounts that 
Salix owes to Progeµios under this Agreement. 

(c) Restatement of License Agreement. In the event of a Salix Non-
Defaul ting Tem1ination of the UR Labs-Progenies Agreement, then, at Salix's request, Salix and 
ProNev shall enter into an agreement memorializing and restating the direct license granted to 
Salix by ProNev wider Section 13 .22(b) on the terms and conditions provided for in this Section 
13.22. 

(.l) Certain Representations and Warranties. ProNev hereby represents, 
warrants, and covenants to Salix as follows: 

(i) it is a coqJoration duly organized and validly existing under the 
laws of the state or country of its incorporation; 

(ii) the execution~ delivery and perfonnance of this Agreement by it 
has been duly authorized by all requisite corporate action and does not require any shareholder 
action or approval; 
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(iii) it has the power and authority to execute and deliver this 
Agreement and to perform its obligations under this Agreement; 

(iv) the execution, delivery and performance by it of this Agreement 
and its compliance with the tenns and provisions hereof do not and will not conflict with or 
result in a breach of any of the tem1s and provisions of or constitute a default under (A) a loan 
agreement, guaranty, financing agreement, agreement relating to one or more Patent Rights or 
other agreement or instrument binding or affecting it or its property; (B) the provisions of its 
chmier or operative docwnents or bylaws; or (C) any law, regulation, order, writ, injunction or 
decree of any comt or governmental authority entered against it or by which any of its property 
is bound; and 

(v) it shall at all times comply with all material laws and regulations 
applicable to its activities under this Agreement. 

13.23. Effect of Termination of the Minoia Agreement. 

(a) Background. Progenies and Paolo Minoia and Raffaele Luigi Sciorsci 
entered into the Gii Agreement under which Professors Minoia and Sciorsci granted 
Progenies a license, with the right to further sublicense, under certain Progenies Technology. On 
21 March 2007, Professor Sciorsci assigned his interest in the Minoia Agreement., together with 
all Patent Rights and Know-How licensed thereunder~ to Excelsior. 

(b) Direct License to Salix. Solely for the purpose of maintaining the 
continuity of the licenses granted by Progenies to Salix under this Agreement, should the Minoia 
Agreement be terminated for any reason other than as a result of a Salix Non-Defaulting 
Termination, then Excelsior shall, and hereby does, grant to Salix a direct license under aJl 
Progenies Patent Rights and Progenies Know-How Controlled by Excelsior. In such event, the 
foregoing license shall be on the tenns and conditions of the M.inoi~ Agreement as supplemented 
by this Section 13.23 and shall remain in effect for the duration of the license granted by 
Progenies to Salix under this Agreement. Progenies hereby consents to :Bxcel~'s grant of such 
a license to Salix. For purposes of this Section 13.23, the Minoia Agreement shall be deemed 
terminated on either (i) the date of termination pursuant to the Minoia Agreement after giving 
effect to any cure or grace periods or, (ii) in the event that Progenies initiates litigation or 
arbitration challenging the existence of a termination event, the date of a fmaI detennination of 
termination by a comt of competent jurisdiction or binding arbitration pane]. 

(c) Termination of' Direct License to Salix. [fand to the extent that the 
license granted by Progenies to Salix under this Agreement is terminated, in whole or in part, by 
Progenies pursuant to Section l 0.2 or l 0.3, then the license granted by Excelsior to Salix under 
Section 13.23(b) shall likewise be automatically tenninated to the same extent. 

(d) Payments in the Event of Termination of the Minoia Agreement. In 
consideration of the direct Hcense granted by ~xcelsio~ to Salix under Section 13 .23 (b ), in the 
event of a Salix Non-Defaulting Termination of the Minoia Agreement, Salix shall thereafter pay 
to ~xcelsior any payment~ which Progeni~s would have been required to pay to Excelsior under 
theMinoia,.ttgreem~nt (had the Minoia Agreement remained in effect) in connection with the 
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license granted by Progenies to Salix under this Agreement any such payments to be made at 
such times as such payments would have otherwise become due under the Minoia AgFeement. 
Salix sball be entitled to deduct any amount owed by it to Excelsior under this Section 13.23(d) 
from any amounts that Salix owes to Progenies under this Agreement. 

(e) Restatement of License Agreement. In the event of a Salix Non-
Defaulting Termination of the Minoia Agreement, then, at Salix's request, Salix and Exc~lsi01; 
shall enter into an agreement memorializing and restating the direct license granted to Salix by 
Excelsion under Section 13.23(b) on the te1ms and conditions provided for in this Section 13.23. 

(t) Certain Representations and Warranties. Excelsior hereby represents, 
warrants, and covenants to Salix as follows: 

(i) it is a corporation duly organized and validly existing under the 
laws of the state or country of its incorporation; 

(ii) the execution, delivery and performance of this Agreement by it 
has been duly authmized by all requisite corporate action and does not require any shareholder 
action or approval; 

(iii) it has the power and authority to execute and deliver this 
Agreement and to perform its obligations under this Agreement; 

(iv) the execution, delivery and performance by it of this 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 te1ms and provisions of or constitute a default under (A) a loan 
agreement, guaranty, financing agreement, agreement relating to one or more Patent Rights or 
other agreement or instrument binding or affecting it or its property; (B) the provisions of its 
chmier or operative documents or bylaws; or (C) any law, regulation, order, writ, injunction or 
decree of any court or governmental authority entered against it or by which any of its property 
is bound; and 

(v) it shall at all times comply with all material laws and regulations 
applicable to its activities tmder this Agreement. 

[SIGNATURE PAGE FOLLOWS} 
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IN WITNESS WHEREOF, duly authorized representatives of the Expanded Parties 
have duly executed this Agreement to be effective as of the Effective Date. 

Salix Pharmaceuticals, Inc. Progenies Pharmaceuticals, Inc. 

By:_____________ By:______________ 

Name: Carolyn J. Logan Name: 

Title: President and Chief Executive Officer Title: 

Progenies Pharmaceuticals Nevada, Inc. 

By:______________ 

Name: 

Title: 

Excelsior Life Sciences Ireland Limited 

By:______________ 

Name: 

Title: 

[Signature page for License Agreement] 
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Schedule 1.32 

CHEMICAL DRAWING OF THE COMPOUND 

v?-iN/CH3 
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Schedule 1.135 

SALIXCOGs 

As used in this Agreement, "Salix COGs" means: 

I_. Salix COGs includes the costs of all direct materials, direct labor and manufacturlllg 
pverhead consumed, proyided or procured by a manufacturing facility in the manufacture of a 
particular Product, together with appropriate: (i) allowances for manufacturing variances, (ii) 
inventory carrying charges, and (iii) adjustments for inventory valuations as calculated using· 
GAAP. 

For such I?_urposes: 

/A. Direct material costs include: 

1. The cost of raw materials, process consumables (ie., resins, membranes, 
etc. to the extent not renewable and depreciable and more appropriately captured by Item 
J.C.2. (below), containers, container components, packaging, labels and other :Q!j.nted 
materials used in the production ofthe Product. 

2. Scrap of raw materials, work in progress and finished goods ( exclusive of 
losses in excess of: a reasonable allowance for wastage limits within normal industry 
standards for the Product.). 

B. Direct labor costs include: 

I. Salaries and fringe benefits for personnel directly involved in the 
manufacturing process of the Product. 

C. Manufacturing overhead is limited to costs that can be identified in a practic~ 
manner with specific units ofproduction in accordance with GAAP but cannot be 
included in sQ_e~ifj.c direct material or direct labor costs. Such overhead costs may 
include: 

1. Department-specific manufacturing overhead allocations, including, but 
not limited to, utilities (e.g., oil, electric, ste~ water), indirect manufacturing materials 
and supplies, consumables (e.g., production supply materials, tools, spare parts)J 
supervision, production management, plant ma11agement, engineering and development 
support, maintenance and repair of the production _plant and production equipment, taxes 
(excluding income troces) and insurance with respect to the Product. 

2. Depredation, which reflects on a pro rata basis over the reasonably 
~§tirnated life thereof, the use of assets in the manufacture of the Product. 

3. Overhead allocations ofcosts from service areas directly involved in the 
manufacture ofa Product, including human resources, IT, quality assurance analysis o{ 
raw materials inprod(!ction., including analysis of semi-finished and finished ggods 
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produced, materials management (including wages and salaries relating to materials 
administration, purchasing and warehousing), regulatory affairs, validation, inventory 
storage, process documentation, and other services required to be performed in 
connection with the Manufacture ofthe Product. 
l. 

4. Rent and other costs allocable to the lease of facilities, equipment or 
µ:iaterials used to Manufacture the Product. 

D. Allowances for manufacturing variances, including yield variances within cGMP 
tolerances.· 

E. Allowances for adjustments to inventory, valuation, including reasonable charges 
for spoilage, expiration of shelf life and like charges related to the Product Manufactured. 

F. Pr~perty and sales taxes on shipment and warehousing related to finished goods. 

II. Without limitation, Salix COGs does not include: 

-

A. Costs incurred due to Product rework, except the reasonable allowance included 
µndei: item I.A.2. 

B. Research and develo~rnent costs. 

C. Intercompany margins/markups on intercompany transfers between or among 
manufacturing plants or Affiliates. 

D. Insurance related to product liability. 

E. Commercialization costs. 

F. Overhead (including adminislrative, legal, accoW1ting and similar costs), except 
as specified in item LC. 
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Schedule 1.139 

SALIX COMPETITORS 

Alaven Pharmaceutical LLC 
AstraZeneca PLO 
Axcan Pharma, Inc. 
Braintree Laboratories, Inc. 
Centecor, Inc. 
Eisai~ Inc. 
C.B. Fleet Company, Inc~ 
Forest Pharmaceuticals, Inc. 
Norgine Pharmaceuticals, Ltd. 
0ptimer Pharmaceuticals, Inc. 
1'he Procter & Gamble Company 
Prometheus Laboratories, Inc. 
Remark Laboratories., L.C. 
Santarus, Inc-
Shire Pharmaceuticals Group plo 
Sucampo Pharmaceuticals, Inc. 
Takeda Pharmaceutical Company Limited 
UCB S.A. 
ViroPhanna Incorp9rated 
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Schedule 4.1 

INITIAL DEVELOPMENT OUTLINE 

Subcutaneous Relistor 

Cltronic Pain Label Expa11sion-Submit Registrational Filings with the FDA and EMA 
with respect to Subcutaneous Relistor to obtain Regulatory Marketing Approval for an indication 
which includes the treatment in humans of opioid-induced constipation arising from the 
treatment of chronic pain associated mth one or more non-cancer diseases or conditions b)'. 
December 31, 2011. 

Auto-injector-Comp\ete the Development of the auto-injector. Submit Registrational 
Filings with the FDA and EMA to obtain Regulatory Marketing Approval for the use ofRelistor 
jn combination with the auto-injector within one year of the completion ofDevelopment ofthe 
auto-injector, unless at that time approval ofthe Oral Product by FDA and EMA is reasonabl:Yi 
expected to be received prior to approval of the auto-injector by FDA and EN[A, in which case 
the submissjon of filings for the auto-injector may be deferred while. approval! of the OraI 
Product is actively being sought. If the Oral Product is approved by FDA and RMA, then no 
further action need be t~en to seek approval ofthe auto-injector. 

Clii11a, South Korea and Taiwan-Complete the clinical trials and other Development 
activities necessary for Registrational Filings with respect to Subcutaneous Relistor in China, 
SouthKorea and Taiwan by December 31, 2012. Submit Registrational Filings to obtain 
Regulatory Marketing Approvals in those countries witltln one year of the completi_gn of the 
necesstl!Y cJinical trialsi 

Oral Relistor 

Deve/opme11tActivities-Complete the ongoing MNTX 3201 Phase 3 clinical trial 
pnd all other DeveloQment activities necessary for Registrational Filings for Oral Relistor with 
the FDA and EMA~ 

Registratio1wl Filings-Submit RegistrationalFilings to obtain Regulatory Marketing 
Approval of Oral ReHstor with the FDA and EJvIA fol" an indication which includes the treatment 
in humans ofopioid-induced constipation arising from the treatment of chronic pain associated 
with one or more non-cancer diseases or conditions within one year of the completion of the 
Phase 3 IvlNTX 3201 trial. 
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Schedule 4.6(d) 

MAJOR SUPPLY AND OTHER CONTRACTS 

Cilag 

Vetter 

Haselmeier 

Wockhardt 

Ynsomed 
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Schedule 5.l(a) 

INITIAL COMMERCIALIZATION OUTLINE 

In respect of the United States 

The sales calls projections set out below assume launch of the cmTent Relistor subcutaneous 
formulation with Salix's United States sales force on 1 April 2011 and the Regulatory Marketing 
Approval in the United States of an irritable bowel syndrome indication for Salix's Xifaxan 
product on 7 March 201 l. In the event that either ofthose events is delayed, then the timing of 
the ramp up in the size of the Salix United States sales force would be affected and as a result the 
number ofplanned sales calls .during the affected _period would be reduced. 

Even if the Regulatory Marketing Approval in the United States of an irritable bowel syndrome 
indication for Salix's Xifaxan product has not then occuned, at such time as the Chronic Pain 
Product receives Regulatory Marketing Approval in the United States and in connection 
therewith achieves an [ Acceptable Product Profile], Salix will, assuming the current Relistor 
subcutaneous formulation has then been launched with Salix's United States sales force, ramp up 
the size of the Salix United States sales force so as to allow the ~ales call projections set out 
below to be achieved from that date forward. 

1S~ks Force 2011 Sales Calls 2012 Sa1les Calls 12913 Sal es Calls 
-

Jntegra 8j ,~QLOO 114,00Q 1114,0Q.Q 
Futurf! fl 15,000 230_, 000 r230~000 
KAMs 6,000 8,,000 8,000 

Marketing spend (not including salru.-y, benefits, incentive compensation and overhead 
attributable to any sales forces or any allocation of other overhead) in the United States in respect 
ofProducts is projected at a minimum of$5 million for [Calendar Year] 2011 and $10 million 
for each of [Calendar Years] 2012 and 2013. 

Salix will provide jncentlve compensation for its sales force (including both sales managers and 
sales repl'esentatives) in the United States in respect of Products marketed and sold by Salix in 
~he United States that is consistent in its terms and amount with Salix1 s incentive compensation 
for its United States sales force in respect ofSalix's other products in the United States of similar 
value and commercial potential to the Products. Up.on the receipt in the United States o( 
Regulatory Marketing Approval for, and the commercial launch of, the Chronic Pain Product, the 
Oral Product or other new Product formulations or indications, Salix will make adjustments in 
incentive coml?ensatiou provided to its sales force in the United States in respect of Products that 
is- appropriate to reflect the value and commercial potential of each such new Product indication 
or fotmulation. Salix will consult with Progenies in respect of the structure and amount of 
incentive compensation for Salix.ls sales force in the United States in respect of Products and will 
for that purpose provide Progenies with information in reasonable detail regarding the structure 
and amount of incentive compensation for Salix's sales force in the United States in respect of all 
other p!,.armaceutical products marketed and sold by Salix in the United States. 

http:Salix.ls
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Salix will launch the pre-filled syiinge formulation of the subcutaneous Product in the United 
States prior to the end of 2011. Salix may, however, delay such launch until it has adequate 
commercial supplies of the pre-filled syringe formulation ofthe subcutaneous Product to support 
·a commercially reasonable launch of such Product in the United States so long as it is using 
Commercially Reasonable Effo11s to secure the ~eq_uired supplies. 

Outside of the United States 

Commercialization outside of the lJnited States will take place through the Sublicensing by Salix 
pf one or more commercialization partners. Salix will fulfill its obligations in respect of the 
Commercialization ofProducts in countries outside the United States by using Commercially 
Reasonable Efforts to effect appropriate Sub.licenses for such countries promptly following the 
Effective Date. 

Qualifications 

In the event a Regulatory Authority should require that "black box" or similar warnings be 
included in the labeling for a Product or that a Product be subjected to a risk evaluation and 
mitigation strategy (REMS) or similar regulatory regime targeted at addressing specificallYi 
identified risks in pharmaceutical products, then Salix may alter the projected Commercialization 
activities contemplated by this Initial Commercialization Outline in respect of such Product in 
such manner as Salix may determine to be reasonable. and appropriate to reflect the effect of such 
requirements on the commercial potential of the Product. 
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Schedule 7.2(a)(ii) 

COUNTRIES IN WIIlCH SALIX WILL PROSECUTE PATENT RIGHTS RELATING 
TO U.S. SERIAL NUMBER 61/313018 

National Phase Countries 
European Patent Office - if allowed the patent will 
validate in all countries listed on this schedule 
Guli Cooperation Counsel 

Eurasian Patent Organization 

Alg~ria 
Antigua 
Argentina 

Arm~ni8 
Au§tralia 

J3Jazil 
Canada 
Chile 

Chin~ 
Co_lgmbia 
Costa Rica 

Georgia 
Guatemala 

HQnduras 
Hong Kong 
India 
lfl.donesia 
Israel 
Japq[t 
Korea (Squthj 

Malaysia 
Mexico 
Montenegro 
Morocco 
Nfil'/ Zealand 
panama 
Peru 
Philippines 

European Patent Office Member States 
Albania 
Austriq 
Belgium 

Bulgaria 
Switzerland 
Czech Republic 
Germany 
Denmark 
!;stonia 

SQain 
Finland 
France 
United Kingdom 
Greece 
Croatia 
CyP-[IJS 
Hungary 
Ireland 
lceland 
Italy 
Liechtenstein 
Lithuanja 
Luxembourg 
Latvia 
Malta 
Monaco 
Former Yugoslav Republic of Macedonia 

Ne!herlands 
Norway 
Poland 
Port_µgal 
Romania 
Serpia 
Sweden 
Slovenia 
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Ffossian Federation 

Singapore 

Slovakia 
South Africa 

~ri Lanka 
Taiwan 

Tunisla 
Thailand 

Trinidad & Tobago 

Ukraine 
United Arab Emirates 

l.~nited §tates of America 

Venezuela 

Slovakia 

Turkey 
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Schedule 9.2(a)(i) 

LICENSED PATENT RIGHTS 

In addition to the Licensed Patent Rights listed below, the Licensed Patent Rights also include the Haselmeier Patent Rights and the 
Ypsomed Patent Rights. Pr:ogenics does not presently have the detailed information respecting the Haselmeier Patent Rights and the 
Y_psomed Patent Rights. Pr.Qgenics willfilOvide the details to Salix as soon as that information is available to Progenies. 

WGS Docket 
No. 

Countr}' Title AP.P-lication No. fµfflg 
Date 

Patent No: lss.u 
e 
Date 

lnventor(s) Owner(s) 

* Legal title 
transferred in 
jurisdictions 

permitting same 
without co-ownen 

consent. 
Otherwise, 

equitable titl~ .. 
only transferred. 

P0453.70102AU 
00 

Australia METHOD FOR 
REDUCING EMESIS 
AND NAUSEA: 

76319/91 30-
Apr-
91 

654275 21-
Feb-
95 

Leon Goldberg U. Chicago 

JNDUCED BY THE 
ADMINISTRATION 
OF AN EMESIS 
CAUSING AGENT 

P0453.70102US 
00 

United 
States 

METHOD FOR 
REDUCING EMESIS 
AND NAUSEA 
INDUCED BY THE 
ADMINISTRATION 
OF AN EMESIS 
CAUSING AGENT 

07/540884 15-
Jun-
90 

5102887 7-
Apr-
~2 

Leon Goldberg U. Chicago 
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P0453. 101 o~vs: 
00 

United 
St§.te§ 

USE OF 
METHYLNALTREXO 
NE AND RELAT_EQ 
COMPOUNDS 

08/~_62742 3-
Nov-
97. 

5972954 26-
Oct: 
99 

I 

Joseph Foss, 
Michael 
Roizen , 
:Jonathan 
Moss, ChunJ 

Progenies/LI. 
Clli£ago 

Su Yuan, 
William Drell 
(deceased) 

P0453.70104AU, 
OQ 

/iu§trc!lia USE OF 
METHYLNAL TREXO 
NE AND RELATED 
COMPOUNDS 

758416 3-
Nov-
98 

75&416 3, 
Uul-
03. 

Joseph Foss, 
Michael 
Roizen, 
Jonathan 
,Moss, Chun-
Su Yuan, 
William Drell 
(deceased) 

Progenies/LI . 
Chicago 

P0453.701 Q_4QA 
00 

Can§_Q§ USE OF 
METHYLNAL TREXO 
NE ANt> RELATED 
COMPOUNDS 

~31?234' 3, 
No'l-
98 

i~14234 22-
Mar-
05 

Joseph Foss, 
Michael 
Roizen, 
Jonathan 

Progenies/LI. 
Chicago 

Moss, Chun-
Su Yuan, 
William Drell 
(deceased) 

P045~. 7Qj 04U~ 
00 

United 
State~ 

USE OF 
METHYLNALTREXQ 
NE AND RELATED 
COMPOUNDS 

09/120703 22-: 
Jul-
98 

6274591 14-
Aug-
01 

Joseph Foss! 
Michael 
Roizen, 
Jonathan 
Moss, Chun-
Su Yuan, 
William Drell 
(deceased) 

Progen ics/U. 
Chicago 

P0453.70104WQ 
00 

PCT USE OF 
METHYLNAL TREXO 
NE AND RELATED 
COMPOUNDS 

PCT/US98/23485 3-
Noy-
~8 

Joseph Foss, 
Michael 
Roizen, 
Jonathan 
Moss, Chun-
Su Yuan, 
William Drell 
(deceased) 

Progenies/LI. 
Chic~go 
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P0453.70105US 
00 

United 
States 

USE OF 
METHYLNAL TREXO 
NE AND RELATED 
COMPOUNDS 

09/862169 21-
May-
01 

6608075 19-
Aug.! 
03 

Joseph Foss. 
Michael 
Roizen, 
Jonathan 
Moss, Chun-
Su Yuan, 
William Drell 
(deceased) 

Progenies/LI . 
Chicago 

P0453.70106US 
00 

,United 
States 

USEOFi 
M ETHYLNAL TREXO 
NE AND RELATED 
COMPOUNDS TO 
TREAT CHRONIC 
OPIOID USE SIDE 
EFFECTS 

09/669358 26-
Sep--
00 

!3559158 6-
May-
03 

Joseph Foss. 
:Michael 
Roizen , 
Janathan 

1 

, Moss, Chun-
Su Yuan, 
William Drell 

Progenies/LI. 
Q_hIQago 

(deceased) 
P0453.70113US 
05 

United 
St§te~ 

USE OF 
METHYLNALTREXQ 
NE AND RELATED 
COMPOUNDS TO 
TREAli 
CONSTIPATION IN 
CHRONIC OPIOID 
t:JSERS 

12/49;5324 30-
Jun-
09 

Joseph Fa~ 
Michael 
Roizen 
Jonathan 
Moss, Chun-
Su Yuan, 
William Orel! 
(deceased) 

Progenies/LI. 
Chicago 

P0453.70115AU 
00 

Australia PHARMACEUTICAL 
FORMULATIONS 
CONTAINING 

2004229463 8-
Apr~ 
04 

Suketu P. 
Sanghvi,_ 
Thomas A. 

Progenies 

METHYLNAL TREXO 
NE 

Boyd 

P0453.70115AU 
01 

Australia PH~RMACEUTICAL 
FORMULATIONS 
CONTAINING 

2010202824 8-
Apr-
04 

Suketu P. 
Sanghvi, 
Thomas A. 

Progenic~ 

METHYLNAL TREXO 
NE 

,Boyd 

P0453.70115BR. 
00 

Brazil PHARMACEUTICAL 
FORMULATIONS 
CONTAINING 

PI0409133-7 8-
Apr-
04 

Suketu P. 
Sanghvi, 
Thomas A 

Progenies 

METHYL~A_L TREXO 
NE 

Boyd 
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P0453.7011'5CA_ Qa_nada PHARMACEUTICA~ 2941379 8- Suketu P. Progenies 
00 I FORMU~TIONS ~p,:-'. Sanghvi, 

CONTAINING 04 Thom§s A. 
MEH:IYLf'JA{-TREXO Boyd 

I 
I 

NE 
P0453.70115~~ ~him~ PHARMACEUTICAL 200480009192. 7 8- Suketu P:. progenies 
00 FORMUl::.ATilON~ ~pr- panghvi, 

CONTAINING. b4 Thomas A. 
MEIHYLNA1-T~EXO ~oyd 
NE 

P0453.7Qj 15EP Europ~~Tl PHARMACEUTICA~ .047;i.f);349.6 a..: Suketu P~ Progenies 
OQ Patent FORMULATION§ Apf-i Sanghvi, 

9ony:entio_ri CONifAINING Q4 Thomas A. 
METHYLNAL TREXO Boyd 
NE 

P0453.7'911 SEP European PHARMACEUTICAL 10184684.8 8- Suketu P Progenies 
02 Patent FORMULATIONS ! Apr- Sanghvi, 

COQ'l,(_entiOf\ CONTAINING 04 Thomas A. 
METHYLNAL TREXQ Boyd 
NE 

P0453.7011~s-'?. European PHARMACEUTICA~ 1Qj845_l5.8 8- Suketu P·. Progenies 
09 Patent FORMULATIONS Apr- I Sanghvi, 

Convention I CON,J:"AINING. 
I 0::t , Thomas A 

._. - -- I M ETHVLNAt. TREXO !3oyq
I - - --· -·-

NE -

P0453= 7_011 ejHK: .Hong_ l(ong PHARMACEUTICAL 061Q15~2.6 i'p Suketu P. Progenies 
00 FORMULATIO~~ Sanghvi, 

CONTAINING M Thomas A...:. 
METHYLNALTR_EXQ ~oyd 
NE 

P0453.701151L0 _ISJ§el PHARMACEUTICAL 171228 8- i Suketu P. Progenies 
0 FORMULATIONS 

1 

Apr- Sanghvi, 
I CONTAINING P4 Thomas A. 

METHYLNALTR_EXO Boyd 
NE 

P0453. 7011 SMX Mexjco PHARMACEUTICAL PNA/2005/010817, 8- Suketu P. Progenies 
00 FORMULATIONS Apr:- Sanghvi, 

CONTAINING 04 Thomas A. 
M~THYIJ NA_LTRExo: Boyd 
NE I 



CONFIDENTIAL TREATMENT 

P0453.I9115RU, 
00 

Russian 
f ederati_gn 

PHARMACEUTICAL 
FORMULATIONS 
CONTAINING 
MEJHYLNALTREXO 
NE 

20Q9134361 5., 

f.-.PI: 
Q4 

2392560 27-
~UL-
09 

Suketu P, 
Sanghvi, 
Thomas A,. 
f,oy_d 

Progenies 

P0453.70115S~ 
po 

Sing~por<; PHARMACEUTICAL 
FORMULATIONS 
CONTAINING 
METHYLNAL TREXO 
NE 

200506463-9 8-
Apr-
Q4 

116167WO2004/091 
~~3 

31-
Jan-: 
08 

Suketu P. 
Sanghvi 1 

;-J"homas A. 
Boyd 

1 Progenies 
I 

P0453.70115U§ 
oa 

United 
States 

PHARMACEUTICAL 
FORMULATION 

12/6~9862 16-
Dec~ 
09 

Suketu P. 
Sanghvi,. 
Thomas A. 
Boyd 

Progenies 

P0453.70115US 
04 

United 
State~ 

PHARMACEUTICAL 
FORMULATION 

j2/639892 16~ 
peq_, 
09 

Suketu P., 
Sanghvi, 
Thomas A. 
Boyd 

Progenies 

P0453.70115US, 
~ 

P0453.70115US 
06 

United 
States 

PHARMACEUiflCA~ 
FORMULATION 

12/639880 16~ 
De~ 
09 

Suketu P. 
Sanghvi, 
Thomas A. 
Boyd 

Progenies 

United 
States 

PHARMACEUTICA~ 
FORMULATION 

12/639889 16-
Dec-
09 

Suketu P. 
Sanghvi, 
Thomas A. 
Boyd 

Progenies 

, P0453.70115WO 
00 

PCT PHARMACEUTICAW 
FORML:JLATIONS 
CONTAINING 
METHYLNAL TREXO 
NE 

PCT/US2004/0109 
97 

8-
~y"m
M 

Suketu P. 
Sanghvi, 
Thomas A. 
Boyd 

· Progenies 
I 

I 

P0§3.70118AU 
00 

Australia USE OF 
METHYLNAL TREXO 
NE AND RELATED 
COMPOUNDS 

2Q03204844 ·3_ 

Nov-
r 
98 

2003204844 20-
S~p-
07 

Joseph Foss, 
Michael 
Roizen, 
Jonathan 
Moss, Chun-
Su Yuan, 
William Drell 

· (deceased) 

Progenies/LI. 
Ghicago 
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P0453.70119TW Jaiwan SYNTHESIS OF R-N- I 095118678 25- Harold Progenies 
00 METHYLNAL TREXO May- Doshan, Julio 

NE 06 Perez 
P0453.70119US United SYNTHESIS OF R-N- 11/441395 25- 7674904 9- Harold Progenies 
01 States METHYLNbLTREXO May- Mar- Doshan, Julio 

NE 06 10 Perez 
P0453.70119US United SYNTHESIS OF R-N- 12/692083 22- Harold Progenies 
02 States METHYLNAL TREXQ Jan- Doshan, Julio 

NE 10 Perez 
P0453.70119VE Yenezuel~ SYNTHESIS OF R-N1 1136/06 23- Harold Progenies 
00 METHYLNAL TREXO May- Doshan 1 Juliq 

NE 06 Perez 
P0453.7Q_119WO 
00 

, PCT (R)-N-
METHYLNAL TREXO 
NE, PROCESSES 

PCT/US2006/0202 
33 

I 

25-
May-
06 

Harold 
Doshan, Julio 
Perez 

Progenic~ 

FOR ITS_§YNTHE$1S 
~ND ijfg 
PH~RMA6EUTICAL 

1 

I 

USE 
P0453. 70120AR1 

00 
Argentinq S-N-

METHYLNAL TREXO 
NE 

P 0601Q_2163 24-
May-
06 

J"homas Boyd, 
Howard 
Wagoner, 
Suketu 

Progenies 

Sanghvi, 
Christopher 
Verbieky, 
Stephen 
Andruski 

P0453.70120AU 
00 

~ustralia 

1 

S-N-
MEliHYLNAL TREXO 
NE, PROCESS FOR 
ITS SYNTHESIS AND 

2006249910 25-
May-
06 

Thomas Boyd, 
Howard 
Wagoner, 
Suketu 

Progenies 

ITS 
PHARMACEUTICAL 
USE 

Sanghvi, 
Christopher 
Verbieky, 
Stephen 
Andruski 
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P0453. 70119Ee 
00 

European 
Patent 
Convention 

(R)-N-
METHYiLNALTREXO 
NE,PROCESSES 
FOR ITS SYNTHESIS 
AND ITS 
PHARMAQ~UTICAL 
USE 

06771163.0 25-
May.-
06 

Harold 
Doshan, Julio 
Perez 

Progenies 
I 

I 

P0453.70119GC 
00 

Gulf 
Cooperatt.g 
n Council 

SYNTHESIS OF R-=N-
METHYLNALTREXO 
NE 

GCC/P/2006/6328 ,27-
May-
06 

Harold 
DosharJ, Julio 
Perez 

progenies 

P0453.70119HN_ 
bo 

Honduras SYNTHESIS OF R-N-
(VlETHYLNAL TREXO 
NE 

2006-19.068. 25-
May-
06 

Harold 
Doshan 1 Julio 
Perez 

Progenies 

I 

P0453.701191NO 
0 

India (R)-N-
METHYLNAL TREXO 
NE, PROCESSES 
FOR ITS SYNTHESIS 
AND ITS 
PHARMACEUTICAL 
USE 

4550/KOLNP/2007 25-
May-
06 

I 

Harold 
Doshan, Julio 
Pere~ 

Pr9genics 

P0453.70119MX 
00 

Mexico (R)-N.! 
METHYLNALTREXO 
NE, PROCESSES 
FOR ITS SYNTHESIS 
AND ITS 
PHARMACEUTICAL 
USE 

MXJA/2QQ7/01488 
0 

25-
May-
06 

Harold 
Doshal], Julio 
Perez 

1 Progenies 

I 

P0453. 70119MY 
00 

Malaysiq SYNTHESIS OF R-N-
METHYLNAL TREXO 
NE 

Pl20062409 25-
May-
06 -

Harold 
Doshan, Julio 
Perez 

· Progenies 

P0453.70119PA 
00 

Panama 

I 

SYNTHESIS OF R-N-
METHYLNALTREXO 
NE 

Pl/2006/86770-01 ; 25-
;Mm'.. 
06 

86770-1 25-
May-
08 

Harold 
Doshan, Julio 
Perez 

; Progenies 

P0453.70119PK 
00 

Pakistan S¥NTHESIS OF 
(R)N-
METHYLNAL TREXO 
NE 

534/2006 
I 

25-
May-
06 

Harold 
Doshan, Julio 
Perez 

Progenies 

P0453. 70119THQ 
0 

-

Thailand 

- -

SYNTHESIS OF R-N-
METHYLNAL TREXO 
NE 

0601002041 25-
May~ 
06 

Harold 
Doshanl Julio 
Perez 

Progenies 

'I 



00 

01 
I 
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P0453. 70119TW 

P0453.70119US 

P0453. 70119US 
02 

P0453. 70119VE 
00 

P0453.70119WQ 
00 

P0453. 7012QAR 
00 

P0453.70120AU 
00 

I 

:Faiwan 

l!Jnited. 
States 

United 
States 

Venezuel~ 

PCI 

Ar9entina 

Aust_rall~ 

SYNTHESIS OF R-N-
MET'HYLNAL TREXO 
NE 
SYNTHESIS OF R-N-
r'JlETH_YLNt\LTREXO 
NE 
SYNTHESIS OF R-N-
METHYLNALIREXO 
NE 
SYNTHESIS OF R-N1 
METHYLNAL TREXO 
NE 
(R)-N-
METHYLNAL TREXO' 
NE, PROCESSES 
FOR ITS SYNTHESIS 
ANO l~S 
PHARMACEUTICAL 
USE 
S-N-
ME1HYLNAL TREXO 
NE 

S-N-
METHYLNAL TREXO 
NE, PROCESS FOR 
ITS SYNTHESIS AND 
ITS 
PHARMACEUTICAL 
USE 

095118678 

11/441395 

2/692083 

1136/06 

PCT/US20Q6/0202 
33 

P 060102163 

2006249910 

25, 
May-
06 
25-
fv1ay-
06 
22'.-
Jan-
10 
~3., 
M_§yA 
06 
25-
May-
06 

24-
~a~ 
06 

25-
May-
06 

Harold 
Doshan 1 Julio 
Perez 

7674904 9- Harold 
M~r- Doshan, Juliq 
10 Perez 

Harold 
Doshan, Julio 
Perez 

, Harold 
Doshan, Julio 
Perez 
Harold 
Doshan 1 Julio 
Perez 

Thomas Boyd, 
Howard 
Wagoner, 
Suketu 
Sanghvi, _ 
Christopher 
Verbieky, 
Stephen 
~ndruski 
ifhomas Boyd, 
Howard 
Wagoner, 
Suketu 
Sanghvi, 
Christopher 
Werbieky, 
Stephen 
Andruski 

Progenies 

Progenies 

Pro9~nies 

Prggenies 

Progenies 

Progenies 

Progenies 
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P0453. 70120BR 
00 

Brazil S-N.. 
METHYLNALTREXO 
NEI PROCESS FOR 
ITS SYNTHESIQ AND 
ITS 
ffl~~M~CEUTICAI! 

lSE 

PI0611476-8 ?,5-
fv1~Y-
06 

I 
I 
: 

Thomas Boyd, 
Howard 

7Wagoner, 
Suketu 
Sanghvi, 
Christopher 
Verb icky I 
Stephen 
Andruski 

Progenies 

P0453.70120CA 
00 

Canada s:.N-
METHYLNALTREXO 
NE, PROCESS FOR 
ITS SYNTHESIS AND 
ITS 
PHARMACEUTICAL 
USE 

2609393 25- I 

fv!ay-
06 

I 

I 

I 

Thomas Boyd,' 
Howard 
Wagoner1 

Suketu 
Sanghvi, 
Christopher 
Verbicky, 
Stephen 
Andruski 

Progenies 

P0453.70120CL0 
0 

Chile S-N-
METHYLNAL TREXO 
NE 

2006-1261 25-
May.! 
06 

Thomas Boyd, 
Howard 
Wagonerl 
Suketu 
Sanghvi, 
Christopher 
Verbickyl 
Stephen 
Andruski 

Progenic~ 

P0453.70120C~ 
00 

China S-N.! 
METHYLNAL TREXO 
NE, PROCESS ~OR 
ITS SYNTHESIS AND 
ITS 
PHARMACEUTICAL 
USE 

200680022964.X 25-
May-
06 

Thomas Boyd, 
Howard 
Wagoner. 
Suketu 
Sanghvi, 
Christopher 
Verbicky, 
Stephen 
Andruski 

Progenic~ 



CONFIDENTL4L TREATMENT 

P0453.70120EP 
00 

European 
Patent 
Convention 

S-N-
METHYLNAL TREXO 
NE. PROCESS FOR 

06771162.2 25-
May-
06 

Thomas Boyd, 
Howard 
Wagoner, 

Progenies 

I I 

ITS SYNTHESIS AND . Suketu I 

ITS Sanghvi, 
PHARMACEUTICA~ Christopher 
,USE Verbicky, 

Stephen 
Andruski 

P04§3.70120GC 
00 

Gulf 
Cooperatio 
nCouncil 

S-N-
METHYLNAL TREXO 
NE 

GCC/P/2006/6329 27-
May-
06 

Thomas Boyd,1 
Howard 
Wagoner, 

Progenies 

Suketu 
I Sanghvi, 

Christopher 
Verb icky, 
Stephen 

P0453.70120G"P 
01 

Guatemala S-N 
MEl1HY NA.LTREXQ 
Nl; 

8_-2007-0001QQ 13.. 
Nov-
07 

Andruski 
Thomas_BQyd.l 
Howard 
Wagoner, 

Pro_genics 
i 

Suketu I 

Sanghvi, 
Christopher 
Verbicky, 
Stephen 

I 

P0453.70120HN 
00 

Honduras S-N-
METHYLNAL TREXO 
NE 

2006-19.066 25-
May-
06 

I 

Andruski 
Thomas Boyd. 
Howard 
Wagoner, 

Progenies 

: Suketu 
Sanghvi, 
Christopher 
Verbicky, 
Stephen 
Andruski 
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P0453.70120INO 
Q 

India S-N-
METHYLNALTREXQ 
NE, PROCESS FOR 
ITS SYNTHESIS AND 
ITS 
PHARMACEUTICAL 
USE 

4551/KOLNP/2007. 25-
M~y-
06 

Thoma~ Boyd, 
Howard 
Wagon~ri 
Suketu 
Sanghvi, 
Christopher 
Verbicky.x 
Stephen 
Andruski 

Progenic~ 

P0453.70120MX 
po 

Mexico $-N-
METHYLNAL TREXQ 
NE, PROCESS FOR 
ITS SYNTHESIS AND 
ITS 
PHARMACEUTICAL 
USE 

MX/a/2007 /014879 25-
May-
pa 

Thomas Boyd 
Howard 
Wagoner, 
Suketu 
Sanghvi, 
Christopher 
Verb icky, 
Stephen 
Andruski 

Progenies 

P0453.70120PA 
00 

Panama S-N-
METHYLNAL TREXO 
NE 

Pl/2006/86769-01 25-
May-
06 

86769-01 19-
Jan-

' 09 

I 

Thomas §oyd 
Howard 
Wagoniw 
Suketu 
Sanghvi, 
Christopher 
Verb icky, 
Stephen 
Andruski 

Progenies 

P0453.70120PK 
00 

Pakistan S-N-
METHYLNAL TREXO 
NE -

533/2006 25-
May-
06 

I Thomas Boyd, 
Howard 
Wagoner, 
Suketu 
Sanghvi, 
Christopher 
Verb icky, 
Stephen 
Andruski 

Progenies 
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P0453.70120S~ 
00 

El $alvador S-N-
METHYLNAL TREXO 
NE 

2006002543 25-
Mc!Y· 
06 

Thomas Boyd, 
Howard 
Wagoner, 

Progenies 

I 

Suketu 
Sanghvi, 

I 

Christopher I 

Verbicky, 
Stephen 
Andruski 

P0453.70120THQ Jhailand 
0 

S-N-
METHYLN_ALTREXO 
NE 

0601002042 25-
May-
06 

Thomas Boyd, 
Howard 
Wagoner, 

Progenies 

Suketu 
Sanghvi, 

I Christopher 
VerbickyJ 

P0453.70120TW 
00 

Taiwan S-N-
METHYLNAL TREXO 
N~ 

095118626 

I 

I 2s-
May-
06 

Stephen 
Andruski 
Thomas Boydt 
Howard 
Wagoner, 

Progenies 

Suketu 
Sanghvi, I 

Christopher 
Verbickyl I 

Stephen 
Andruski 

P0453.70120U S 
02 

United 
States 

(S)-N~ 
METHYLNAL TREXO 
NE 

'11/441452 25-
May-
06 

7563899 21-
Jul-
09 

Thomas Boyd, 
Howard 
Wagoner. 

Progenies 

Suketu 
Sanghvi, 
Christopher 
Verbicky, 
Stephen 
Andruski 
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P0453~70120l:JS 
Q~ 

µn"iteq 
~t~t~§ 

.(S)~N~ _ 
METl.-lYLNALTR~Q 
NE 

12/460507 20.l 
~Ul~ 
Q~ 

Thoma~-.§qyd, 
Howard 
Wagoner, 
Suketu 
~anghv( 

Prqg~nics 

phrJ~toph~r 
Werbipky1• 

,S.tephen 
Andruski 

P04.§~.701iQWQ 
00 

p_c-n SYNTHESIS .OF S~ 
~El7HYLNALJREXQ 
NE,. PROCESS FOR 
ITS SYNTHESIS AND 
ITS 
PHARMACEUTICAL 
!lSE 

PCT /U S2006/0202 
;32 

25"7 
May-
06 

irhomas ._Boyd_, 
Howard 
Wagoner, 
Suketu 
Sanghvi,' 
Christopher 
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DELIVERY O~ 
COMPOUNDS AND 
USES 17HEREOF 

8828 1-Aug-07 Syed Shah 1 

Christian 
Ofslager, 
Mahdi 
Fawzi1 

W~eth 

Nataliya 
Bazhina 
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P089§. 70007 GT00 Guatemala FORMULATIONS FOR, 
PARENTERAL 
DELIVERY OF 
COMPOUNDS AND 
!)SES THEREOF-

A-2008-0185 I3-Aug-07 Syed Shah. 
Christian 
Ofslag§!r1 

Mahdi 
Fawzi 1 

Nataliya 
Bazhina 

Wyeth 

P0895. 7 0007H KOO Hong Kong FORMULATIONS FOR 
PARENTERAL 
DELIVERY OP 
COMPOUNDS AND 
USES THEREOF 

99109386.4 3-Aug-07 Syed Shah1 
Christian 
Ofslagerl 
Mahdi 
Fawzl, 
Nataliya 
Bazhina 

Wyeth 

P0895. 70007HN0Q ,Honduras FORMULATIONS FOR 
PARENTERAL 
DELIVERY OF 
COMPOUNDS ANQ 
USES THEREOF 

2008-001464 3-Aug-07 Syed Shah, 
Christian 

I 

Ofslag~r1 

Mahdi I 

Fawzi, 
Nataliya 
Bazhina 

Wyeth 

P0895.70007!LOO Israel FORMULATIONS FOR 
PARENTERAL 
DELIVERY OF 
COMPOUNDS AND 
USES THEREOF 

'194182 3-Aug-07 Syed Shahl 
Christian 
Ofslager, 
Mahdi 
Fawzi, 
Nataliya 
Bazhina 

Wyeth 

P0895.700071NOO India FORMULATIONS FOR 
PARENTERAL 
DELIVERY OF 
COMPOUNDS AND 
USES THEREOF 

3870/KOLN P /2008 3-Aug-07 Syed Shah, 
Christian 
Ofslager, 
Mahdi 
Fawzi, 
Nataliya 
Bazhina 

Wyeth 
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P0895.70007KR00 S...9LJth J_<orea FORMULATIONS FOR Q0-2008-7023010 3-Aug-07 WyethSyed Shah, 
PARENiTERAL Christian 
DELIVERY OF Ofslager, 
COMPOUNDS AND Mahdi 
USES THEREOF Fawzi1 

Nataliya 
Bazhina 

P0895.70007MX00 FORMULATIONS FORMexlcQ MX/a/2008/011993 3-Aug-07 Syed Shah, Wy~t!]
PARENTERAL Christian 
DELIVERY OF OfsLag~r. 
COMPOUNDS AND Mahdi 
USES-THEREOF Fawzi, 

Nataliya 
Bazhlna 

P0895. 7 0007N I 00 NicaJ~gya FORMULATIONS FOR 2008/0252 3-Aug-07 Syed Shah, Wyeth 
PARENtERAL Christian 
DELIVERY OF Ofslager1 

COMPOUNDS AND Mahdi 
USES THEREOF Fawzi, 

Nataliya 
Bazhina 

P0895. 7 0007 N 00-Q'. Norway FORMULATIONS FOR, g_�083973 ~-Aug-07 Syeci Shah, Wyeth 
PARENTERAL,. Christian 
DELIVERY OF Ofslager, 
COMPOL!JNDS AND Mahdi 
USES'THEREOF Fawzi 1 

Natallya 
Bazhina 

P0895.70007 NZQO New Zealand FORMULATIONS FOR 571 446 3-A!Jg-07 Syed Shah, ! Wyeth
PARENTERAL Christian 
DELIVERY OF Ofs(ager, I 

I 
ICOMPOUNDS AND Mahdi 

USES THEREOF Fawzi 1 

Nataliya 
Bazhina 

! 
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P0895.70007PA00 Panamc:1 FORMULATIONS FOR 
PARENTER.A:L 
DELIVERY OF 
COMPOUNDS AND 
!.J~ES THEREOF 

87411-01 3-Aug-07 ! Syed Shah1 

Christian 
Ofslager, 
Mahdi 
Fawzl, 
Nataliya 
Bazhina 

Wyeth 

P0895.70007PE00 Peru' FORMULATIONS FOR 
PARENTERAL 
DELIVERY OF 
COMPOUNDS AND 
USES THEREOF 

001019-2007 /01 N 3-Aug-07 Syed Shah1 

Christian 
Ofslagerl 
Mahdi 
Fawzi, 
Nataliya 
Bazhina 

Wyeth 

P0895.70007PH00 Philippines FORMULATIONS FOR 
PARENTERA~ 
DELIVERY OF 
COMPOUNDS AND 
.USES THEREOF 

1-2008-502091 3-Aug-07 Syed ShahJ 
Christian 
Ofslager, 
Mahdi 
Fawzi 1 

NataHya 
Bazhina 

1 Wyeth 
I 

P0895. 70007PK00 Pakj§tan FORMULATIONS FOR 
PARENifERAL 
DELIVERY OF 
COMPOUNDS AND 
USES THEREOF 

935/2007 4-Aug-07, Syed Shah1 

Christian 
Ofslager. 
Mahdi 
Fawzi, 
Nataliya 
Bazhina 

Wyeth 

P0895. 70007RU00 Russian 
Federation 

FORMULATIONS FOR 
PARENifERAL 
DELIVERY OF 
COMPOUNDS AND 
USJ:S JHE.REOF 

2008138266 3-Aug-07 Syed Shah, 
Christian 
Ofslager> 
Mahdi 
Fawzi, 
Nataliya 
Bazhina 

Wyeth 
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P0895.70007SA00 Saudi Arabi~ FORMULATIONS FOR 
PARENTERAL 
DELIVERY OF 
COMPOUNDS AND 
USES THEREOF 

07280419 1-Aug-07 

1 

1 

Syed Shah.,: 
Christian 
Ofslag~r, 
Mahdi 
fawzi, _ 
Nataliya 
Bazhina 

Wyeth 

I 

I 

I 

P0895. 70007_SG0Q 

I 

SingaQor~ FORMULATIONS FOR 
PARENTERAL. 
DELIVERY OF 
COMPOUNDS AND 
USES THEREOF 

200807098-9 3-Al,!g-07 Syed Shah ,. 
Christian 
Ofslager., 
Mahdi 
Fawzi ,, 
Nataliya 
Bazhina 

Wyeth 

P0895: 70007TH 00 Jhail9nd FORMULATIONS FOR 
PARENTERAL 

0701003814 1-Aug:-0~ Syed ShahJ 
Christian 

V\[yeth 

IDELIVERY OF 
COMPOUNDS ANQ 
USES THEREOF 

I 

Ofslager, 
Mahdi 
Fawzi,t_ 
Nataliya 
Bazhina 

I 

I 

I 

P0895.70007TW0Q Taiwan FORMULATIONS FOR 
PARENTERAL 

96127790 
I 

30-Jul-07 Syed Shah, 
Christian 

Wyeth 

DELIVERY OF 
COMPOUNDS AND 

I Ofslager. 
Mahdi I 

USES THEREOF Fawzi, 
Nataliya 
Bazhina 

P0B95.10001usoi United States' FORMULATIONS FOR 
PARENTERA~ 

12/726113 17-Mar-10 Syed Shah, 
Christian 

Wyeth' 

DELIVERY OF 
COMPOUN[)S AND 
USES THEREOF 

Ofslager, 
Mahdi 
Fawzi, 
Nataliya 
Bazhina 
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2007-001672Venezuelgi 3-Aug-07P0895.70007VE.Q0 FORMULATIONS FOR WyethSyed Shah1 
PARENTERAL 1 Christian 
DELIVERY OF Ofslager1 I i 

ICOMPOUNDS ANQ MahdiI 
WSES THEREOF Fawzi, 

Nataliy9 
Bazhina 

P0895. 70007VN00 1-2008-023081/iet Nam FORM L'.JLATION§ ~QR 1 Wyeth~-Aug-07 Syed Shah 1 

PARENTERAL Christian 
DELIVERY OF OfsJ~ge~~ 
COMPOUNDS AND Mah._di 
USES THEREOF Fawzi, 

Nataliya 
Bazhina 

I 

P089~ 70007WO00 PCT FORMULATIONS FOR PCT/US2007 /017 430 ~-Aug-07; Wyeth 
PARENTERAL 

I Syed Shah, 
1 Christian 

DELIVERY OF OfsJager, 
COMPOUNDS AND Mahdi 
USES THEREOF Fawzi, 

Nataliya I 

Bazhina I 

IP089p.700_97ZAOO FORMULATIONS FOR 2008/08203South AJrica 3-Aug-07, Syed Shah, Wyeth 
PARENTERAL Christian 
DELIVERY OF Ofslag§_L 
COMPOUNDS AND Mahpi 
USES THEREOF Fawzi 1 

INataliya 
Bazhin~ 

http:P0895.70007VE.Q0
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P0895.7001 0AR0Q Argentina PERIPHERA_L OPIOID 
RECEPTOR 

PQ901Q3740 29-Sep-09 ISyed Shah, 
Christian 

Wyeth 

ANTAGONISTS AND 
USES THEREOF 

Ofslager1 

Nataliya 
Bazhinal 

I 

George 
Donato 111 1 

Steven 
Fabian, John 
,Lokhnauth, 
Sreenivasulu 
Megati, 
Charles 
Meluccil 
Nikita Patel, 
Galen 
Radebaugh , 
Jan Szellga, 
Huyi Zhang, 
"Fianmin Zhu 

P0895.7001 0CA00 Canada PERIPr.lERA__L OPIOID 
RECEPTOR 

2676881 27-Aug-09 Syed Shah, 
Christian 

Wyeth 
I 
I 

ANTAGONISTS AND 
USES THEREOF -
AM103117 

Ofslager, 
Nataliya 
Bazhina, 
George 
Donato 111 1 

Steven 
Fabian, John 
Lokhnauth, 
Sreenivasulu 
Megati, 
Charles 
Melucci, 

1 Nikita Patel, 
Galen 
Radebaugh, 
Jan Szeliga 1 

Huyi Zhang, 
Tianmin Zhu 

II 
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P0895.Jo~1 ouso~ Uniteg_ §,tates PERIPHERAL OPIOID 
'RECEPiOR 
'ANTAGONISTS AND 
ll_SES THEREOF 

12/570891 .~O-~~p-99 Syed.Shah1 
Christian 
Ofslager, 
Nataliya 
Bazhina, 
't3eorge 
Donato Ill , 
Steven 
Fabian, John 
Lokhnauth, 
SreenNasulu 
MegatL 
Charles 
Melucci, 
Nikita Patel, 
Galen 
Radebaugh) 
Jan Szel'iga, 
Huyi Zhang, 
Tianmin Zhu 

Wyeth 

P0895. 70Q1 OVEOQ Venezuela 

I 

I 

PERIPHERAL OPIOID 
RECEPTOR 
ANTAGONISTS A~D 
USES THEREOF 

~009-001789 

: 

I 

I 

29-Sep-09 

I 

I 

I 

I 

I 

Syed Shah, 
1

Christian 
Ofslager, 
Nataliya 
Bazhina, 
George 
Donato Ill, 
Steven 
Fabian, John 
Lokhnauth, 
Sreenivasulu 
Megati, 
Charles 

I Melucci, 
Nikita Patell 
Galen 
Radebaugh 1 

Jan Szeliga, 
Huyi Zhang,, 
Tianmin Zhu 

Wyeth 

I 
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P0895.7001 0WO00 PCT PERIPHERAi!. OPIOIQ 
RECEPTOR 

PCT/US2009/059058 30-$ep-09 Syed Shah, 
Christian 

Wyeth 

~NTAGONISTS AND 
USES THEREOF 

I 

Ofslager, 
Nataliya 
Bazhina, 
George 
Donato Ill , 
Steven 
Fabian, Joh.rl 
Lokhnauth, 
Sreenivasulu 
Megati 1 

Charles 
Meluccl 1 

Nikita Patel, 
Galen 
Radebaugh lJ . 
Jan Szeligaf 
Huy1 Zhang, 
Tianmin Zhu 

P0895. 70013US0O, , Wyeth 
AN[2USE~THEREOF 

Syed ShahUnited $tat~s ORAL FORMULATION rl 1-Mar-10fil /fil_3018 

1 

WGS Docket No. CQuntry ifitle 'Application No. Filing 
Date 

1 Patent 
No. 

Issue 
Date 

lnventor(s Owner(s) 

P0867.70000AU00 Australia 

I 

USE OF OPIOID 
ANTAGONISTS TO 
ATTENUATE 
ENDOTHELIAL CELL 
PROLIFERATION AND 
MIGRATION 

2006-220682 7-Mar-06 1 Jonathan 
Moss. Mark 
Lingen, 
Patrick A 
Singleton, 
Joe G. N. 
Garcia 

U. 
Chic9go 

P0867, ?OOOOCAOO Canada USE OF OPIOID 2600350 7-Mar-06 Jonathan U. 
ANTAGONISTS TO 
ATTENUATE; 
ENDOTHELIAL CELL 
PROLIFERATIO~ t\ Q 
MIGRATION 

Moss1 Mark 
Lingen.:i 
Patrick A. 
Singleton, 
Joe G, N. 

Chicago 
1 

Garcia 
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P0867.70000CNOQ Chin..§ USE OF OPIOID 
ANTAGONIS;J"S TO 
ATTENUATE 
ENDOliHELIAL CELL 

200680015606.6 7-Mar-06 Jonathan 
Moss, Mark 
Lingen. 
Patrick A. 

U. 
Chicago 

PR0LIFERATION AND 
MIGRATION 

Singleton, 
Joe G. N. 
Garcia 

P0867.70000EPOO guropeari 
Patent 
ConventiorJ 

USE OF OPIOID 
ANTAGONISTS TO 
ATTENUATE 
ENDOifNELIAL CELL 
PROLIFERATION AND 
MIGRATION 

06748298.4 7-Mar-06 Jonathan 
Moss, Mark 
Lingen, 
Patrick A. 
Singleton, 
Joe G. N. 

U. 
Chicago 

Garcia 
P0867. 70000H KOO Hong Kong· USE OF OPIOIG 

ANTAGONISTS TO 
ATTENUATE 
EN00THELIAL CELL 

08102995.3 7-Mar-06 Jonathan 
Moss, Mark 
Lingen, 
Patrick A. 

U. 
Chicago 

PROIJFERATION AND 
MIGRATION 

Singleton, 
Joe G. N. 
Garcia 

p0867.70000MXOO Mexico USE OF OPIOID 
ANTAGONISTS TO 
ATTENUATE 
ENDOTHELIAL CELL 

MX1aI2oozI010833 17-Mar-06 Jonathan 
Moss, Mark 
Lingen, 
Patrick A. 

U. 
Chicago 

PROLIFERATION AND 
MIGRATI ON 

Singleton; 
Joe G. N. 
Garcia 

P0867. 70000USOO United 
States 

USE OF OPIOID 
ANTAGONISTS TO 
ATTENUAiE 
ENDOTHELIAL CELL 
PROLIFERATION AND 
MIGRATION 

11/908058 ~2-0ct-
07 

Jonathan 
Moss, Mark 
Lingen. 
Patrick A. 
Singleton, 
Joe G. N. 

u. 
Chicago 

Garcia I 
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8Q867.70!J00WQ0Q _e_Q"[ USE OF OPIOID 
J\NTAGONIST~ TQ 
'ATTENUATE 
ENDOT-HELIAL CELL 
PROLIFERATION ANQ 
Ml§R8IJON 

PCT/WS2006/QQ781)7 rf-:Ma£0(5 Jonathan 
Moss. Jy113rk 
Lingen, 
Patrick A .. 
Singleton; 
Joe G. N: 
Garcia- -- . 

U. 
Q_o1ca9o 

PQ89?.7_D00~AUQO: Au~trali~ ,USE :QF OPIOID, 
J\NTAGONISTS TO
ATIENl:JATE------
END0XHELIAL-CET:L! 
PROLIFERATION AND. 
fVllGRATION 

20Q_?4~94~' 17-~pr-
P7 

:.Jonathan 
,V,oss, M~rk 
Lingen, 
Patrick A. 
Singleton, 
Joe G. N. 
Garcia,• 
Chun-Su 
Yuan-· -

u 
Chicago 

P0867.7Q0Q7-5,;A.0 0 G!=madci USE' OF OPIOID 
~NTAGONISTS TO 
ATTENUATE--~- -
~NDOTHELIAL .CELL 
PROLIFERATION AND 
MlGRATlQN 

~64_9710 '17•Apr: 
07 

Jon-athan 
Moss, Mark 
Lingent _ 
Patrick A. 
SingletonL 
Joe G. N. 
Garci~I 
Chun-~~ 
Yuan 

U. 
Qilgig~ 

P0867.70002EP0Q Eurgpean 
P~terit 
Gon_v~ntiQ..n 

,U$1;.0F QP.101D 
J\NTAGONISTS TO:t\TIENl!!ATE___ . 
ENDOT8ELIAL CELL 
:P ~Q_ll F.J:J~~JlQNANQ 
MIGRATION 

9_V§Q.?_B5. 1. 17-:Apr~1
07. 

Jonathan 
Moss, M~rk 
Lingenr 
Patrick·A. 
Singleton I 
Joe G. N. 
Garcia, 
Chun•SU 
Yuan 

,U. 
Chicago 
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P0867.7Q002HK00 Hong Kong USE OF OPIOID 
ANTAGONISTS TO 
ATTENUATE 
ENDOTHELIAL CELL 
PROLIFERATION AND 
MIGRATION 

9106124.7 17-AQr-
07 

Jonathan 
Moss, Mark 
Lingen, 
Patrick A. 
Singleton, 
Joe G, N. 
Garcia, 
Chun-Su 
1/uan 

u. 
Chicago 

P0867.70002US00 United 
State~ 

USE OF OPIOID 
AN1 AGONISTS TO 
ATTENUATE 
ENDOTHELIAL CELL 
PROLIFERATION AND 
MIGRATION 

11/379010 17-Apr..: 
06 

Jonathan 
Moss, Mark 
Lingen, 
Patrick A. 
Singleton, 
Joe G. N. 
Garcia, 
Chun-Su 
Yuan 

u. 
Chicago 

P0867.70002WO00 PCT USE OF OPIOID 
ANTAGONISTS TO 
ATTENUATE 
ENDOTHELIAL CELL 
PROLIFERATION AND 
MIGRATION 

PCT/US2007 /066806 17-Apr-
Q7 

Jonathan 
Moss, Mark 
Lingen, 
Patrick A. 
Singleton 1 

Joe G. N. 
Garcia, 
Chun-Su 
Yuan 

u. 
' Chicago 

P0867.70004US00 United 
~tate~ 

MODULATION OF CELI: 
BARRIER 
DYSFUNCTION 

11/914984 14-Feb-
08 

Jonathan 
Moss, Mark 
Lingen, 
Patrick A. 
Singleton, 
Joe G. N. 
Garcia, John 
Alverdy 

U. 
Chicago 
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P0867.70004WOOO PCT MODULATION OF CEL~ PCT/U S2006/021604 5-Jun-06 
II 

Jonathan U. 
BARRIER Moss, Mark Chicago 

I 

DYSFUNCTION 
I 

Lingen 1 

I 
i 

Patrick A. 
SingletonA 
Joe G. N. 

I 

Garcia 1 John 
IAlverdv 

P0867.70005WOOO PCT TREATMENT~OF DRUG- PCT/U S2008/078229 30-Sep- i Chun-Su U. 
INDUCED NAUSEA 08 

1 

Yuan Chicago 
WITH OPIOID 

I 

~NTAGONISTS I 

P0867.7000§A_UOO ~ ustralia ifREATMENT WITH ~009225434 20-Mar- Jonathan u. 
OPIOID ANlrAGQNISTS 09 Moss, Patrick Chicago 
~ND MTOR_l~ljjBITORS A~ Singleton 

POeq_?. 70006CAOO, Canada TREATMENT WITH 2719134 ~p-Mar.. Jonathan·· u. 
OPIOID ANTAGONISTS. 

-~ 
Chicago~ Moss, Patrick 

AND MffiOR INHIBITORS' 
i 

A';.,. ~iDgletqn_ I 

_P0867.70006EPOO European TREATMENT WITH j 9723085.8 20-Mar- Jonathan u. 
Patent OPIOID ANTAGONISTS 1 09 Moss, Patrick Chicago 
Convention ~ND MTOR INHJBII_QRS &. Singleton 

P0867.70006US0~· United TREATMENT WITH 12/933784 21-Sep- Jonathan I LJ. I 
States OPIOID ANTAGONISTS 10 Moss, Patrick 1 Chicago I 

[\ND MTOR INHIBIT_OR~ A. Singleton. 

P0867.70006WOOO , PCT TREATMEN7l.O~ PCT/U S2009/037825 20-Mar- Jonathan u. 
OPIOID ANTAGONISTS 09 Moss1 Patrick Chicago 
At_iD MTOB INHIBITORS 

't 
A. Singleton 

P0867.70007AUOQ Australia PARTICLES 15-Jun- I Chun-Su U. 
CONTAINING AN 09 Yuan Chicago 
OPIOID RECEPTOR 
ANTAGONIST AND 
METHODS OF USE 

P0867.70007CAQq Canada PARTICLES 15-Jun- Chun-Su u: 
CONTAINING AN 09 I Yuan Chicago 
OPIOID RECEPTOR I 

ANTAGONIS1 AND 
IMETHODS OF USE 
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P0867.70007 EP00 European_ PARiflCLES 15-Jun- Chun-Sc.i U. 
, Patent pO_NTAINING AN 09 Yuan Chiqago 
Q.onvention PPIOID RECEPTOR 

~NTAGONIST AND 
METHODS OF USE 

P0867.70007US01 United PARTICLES 13/001146 23-Dec- Chun-Su ,u, 
States CONTAINING AN 10 Yuan ; Chicago 

0PIOID RECEPTOR 
ANTAGONIST AND 
METHODS OF USE 

P0867.70007WO00 PCT PARTICLES PCT /US2009/04 7372 15-Jun- Chun-Su p. 
CONTAINING AN pg Yuan Chicago 

I 

I OPIOID RECEPTOR 
ANTAGONIST AND 
MEifHODS OF USE 

P0867. 70008WO00 PCT TREATMENT OF DRUG~ P CT/U S2008/085662' p-Dec-Q8 Chun-Su U.' 
INDUCED NAUSEA Yuan Chicago 
W11H OPIOID 
ANTAGONISTS 

eos67. 70009U SOD United USE OF OPIOIQ 12/723339 I12-Mar- , Jonathan U. 
States ANIAGQ.NISTS ~o Moss, Mark Chicago] 

Lif}gen, 
Patrick A. I 

Singleton, 
Joe G. N, 

I 

Garcia 1, 
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Schedule 9.2(a)(ii) 

PROGENICS THIRD PARTY AGREEMENTS 

- - - - -

Vendor Protocol Project Desc Consultant or 
lnvetigator Name 

-
AA Bio-Pharma 33011 

AaQami, Inc. 3301! I 

Above the Rim Events, LLC 3103 Potential lnvestigatoli I 

M_eel i_ng_y~dor : 

ACM Medical Laboratory_, Inc. 1108 
Advanced Research I 2101 

CorporatiorJ 

AMPATH Laboratories 1 33011 Local lab in South Africa. 
Anderson Packaging Inc. , Type Disclosure: Mutual 

I 

Purpose: Anderso~ 
Packaging has the in-house 

~apability to design and print 
primaary, secondary, and 

I final labeling and packag,ing 
I components for both t,s and 
I Ex-US requirements. 

Anderson is needed to 
design the seconda~ 

labeling 

Bare Lancet Laboratories 33011 Local laborato,y in South 
Afrjc~ 

Barrett PhD, Jeffrey S. Type Disclosure: Mutual Jeffrey S. Barrett, 
Purpose: DSMB membership PhD 

for the PREA (MNTX 1401) 
study Date of disclosure(s): 

3/1/2010 

Baxter Pharmaceutical Solutions TyQe Disclosure: Mutual 
LLQ Purpose: To dfscuss 

information related tg 
I 

Relistor (MNTX) Date of I 
pisq_losure(~): 11/13/2009 



- - -
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~ 

ProtocolVendor Project Desc Consultant or 
lnvetigator Name 

Becton, Dickinson and Type Disclosure: Mutual 
Company Purpose: In support of the , 

device development 
associated with the Relistor 

MOP, discussions willl be 
held with selected needle 

manufacturers as related to 
the needles that will be used 

with the device during 
commercial production. 

Berde, MD, PhD Charles TyRe Disclosure: One-way 
Purpose~ Assist in ' 

preparation of pediatric study 
design and support for; 

submission with sNDA Date 
of disclos~re(s): 12/15/2010 I 

I 

Type Disclosure: Mutual 
GmbH &Co. KG 

Boehringer lngelheim Pharma 
Purpose: Discussions related 
to MNTX ("Relistor") Date of 

pisclosure(s): 11/12/2009 

Bowman Research Ltd. 
CareStat Inc. 

Catalent Pharma Solutions1 LLC Type Disclosure: Mutual 
Purpose: To discuss oral 

formulation development for 
MNTX. Dateof 

disclosure(s): 10/6/2009 

Catalent Pharma Solutions, LLC Three way CDA between 
Progenies, Catalent and 

Wyeth to facilitate 
.~iscussions relating the the 
commercial packaging and 

distriblJtion of REUSTOR 
vials. 

CE31 fnc. Type Disclosure: Mutual Holly Coulter 
Purpose: Regu,latory Affairs 
consultant for MNTX Multi-
Dose Pen project. Date of 

~closure(s)! 1/4/2010 

I 

I 



---- -

- -

CONFIDENTIAL TREATMENT 

Vendor Protocol Project Desc ! Consultant or 
lnvetigator Name 

-

CE3, lnp. MNTX 3201' Vendor will 
providecompliance/GC P 

audit services for both 
cfomestic and international 
~!inical trials sponsored by ' 

_ Progenies. These audit 1 

~ervic~s-will be performed on 1 

an "a~ needed" basis. j 

iCephalon, Inc. 
Cetera Research 1304 po_ssible Phase 1 Unit l 

Chiltern International, Inc. 
CIDAL, ldmJteq ~301, Poten~ial CRO for South 

f\m~ri_q? I 

~il_agAG 
:cuag AG 

CliniRX Research Pvt. Ltd. 
ClinResear~h cc 3301 Possible ~OW sites through 

thi~ G~.Q 
Coating1 Place, Inc: 

C9mrnuni9ati9n Counsel of Discussions re: an MNTX I 

f~am for the possibility of an 
fDA A,;MsQry Committee 

m~eting~ 

Anwri~a 1 Inc: 

Cqrporate Translr;:1tions, Inc~ Potential document 
franslation services for 

MNT)( 2101 clinical ~ites in 
India 

21Q1; 

Covance Clinical Research Unit 1106 
Covance Clinical Research Unit 102 
.Cov~nce PeriiiJRproval Services 

tn~. 

Covance, Inc. 
CRA Alliance, LLG CRA's needed to close 

MNTX3301 and monitor; 
MNTX2101. Future 

discussions will focus on 
fRO140 tt)u~ the need for 

~301: 

ma~ing Jl1~ ~_Q~ Q§?!l_~ri;II._I 

3103 I ¢0iary vendorCRF Inc, I 

Cytel, Inc)' _ Type Disclosure: Mutua~ 
.e_t,Jrpose: A GOA is needed 

to obtain a proposal form 
9ytel for statistieal analysis 
?_nd pgJgramming services 

associated with the 
upcoming Oral MNTX study! 

Dc;!te_ of disclosure(s): 
4/1/2010 

1. 
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,- - - - - --
Vendor 

11 

11' 

D&O Pharmachem 
D&O Pharmachem 

D.H. Gold Associates 
p:L. Anderson lnternation~l, _ _Inc. 

Protocol 

-

3301 

- ---
r Project Desc 

- -

I 

Potential recruitm~nt vendor 

Consultant or 
lnvetigator Name 

Dallas Fan Fares 1 Inc. 
Davos Chemical Corporation 

Oendrite rnteractive Markettr~ 

R_e~hpan9e, MD ~~Y~Qt _Kl 

Designing Events, LLC 
ps~ Pharmaceuticals ~J[lc;:·~ 

DSM Pharmaceuticals, Inc. 
~mcure Ph?rmaceuticals 

Limit~q-ll}9_ia 

Endo Pharmaceuticals Inc. 
Essential Data Corporation 

Essential Group, Inc. 

3301 

3104 

ND~ 
330t 

Jype Disclosure: Mutual 
Purpose: Consulting services 

in DENCSA registration 
processing and other 

r~g ulatory req uireme~ts~ 
Date of dis_i;;losure(s): 

1/~/2010 

Type Disclosure: Mutual 
Purpose: DSMB membership 

for the PREA (MNTX 1401) 
I study .D_ate of di§,cJosure(s): 

4/20/2010 

lf.hree way CDA between 
Pr9genics, DSM and Wyeth 

to facilitate discussions 
f§?l9ting the the manufacture 

pf commercial vials of 
RELISTOR at DSM. 

ifype Disclosure: Mutual 
' Purpo$e: Discussions related 

to development of oral 
MNtX Date of di_sclosure(s): 

12/1~/200!;) 

Potential recruitment vendor. 

Uayant K. 
.PeshpandeLMD 

-

Fisher Clinical_Services, Inc. 
Foster, PhD Michelle Herrera , 

Friedroan,_Mo· Ger~Id 
f:rontag? Labor~tQri_E?§,_Inc~ 

-

- -

ifype Disclosure: Mutual 
'Purpose: To discuss oral 

"-·- I[ormul§_tion development for , 
MNTX. Date of 

1 

91sclosure(s): 10/6/2009 

-



--

I 

I 

CONFIDENTIAL TREATMENT 

Consultant orProject Desc ProtocolVendor 
I lnvetigator Name -

Type Disclosure: Mutual 
Purpose: Explore the 

cap§bilities of GlattAir 
Technfques Inc in 

commercial production of 
~TX oral tablets. Glatt Air 

specializes in wet 
granulation technology. 

'.They have the abilities to 
develop formulationj 

manufacture clinic 

Glatt Air Techniques, Inc. 

. 
Global Safety Surveillance, Inc. 302 

plqlq Sentrx 

R. Norman Hardenj 
~NJ_X3103 

Potential consultant for Harden, MD R. Norman 
MD 

3-way CDA between 
Progenies, Haselmeier anq 

Ypsomed in order to 
faciliatate discussions 

'regarding the development 
of the multi-dose Pen let and 

the use of the Ypsomed 
needle. 

Haselmeier GmbH 

Type Disclosure: Mutual 
:Purpose: We plan to discuss 

Haselmeier GmbH 

1 

with Haselmeier with regards 
to design and manufacture of 
multi-dose pen for MNTX SC 

product Date of 
disclosure(s}: 10/23/2009 

Haselmeier GrnbH 3-way CDA between 
progenics, Haselrneier and 

Wockhardt in order to 
faciliatate discussions 

regardf['lg the development 
of the multi-dose Pen let. 

Health Advances, LLC MNTX and PRO140 
Health Researcn Management, 

Inc. 
Reciprocal CDA to cover 

disclosures related to MNTI( 
etc. HRMI will provide 

I monitoring services for 
MNTX Pediatric triaL I 



-- -

-
Vendor 

-

Helvoet Pharma Inc. 

Hosgira, Inc, 

Hoyle Consulting, Inc.1 
Hugh E. Black & Associates; 

Inc. 

i3 Research, a division of 
lngenix Pharmaceutical 

Service~ 

i3 Research, a division of 
Jngeni~ Pharmaceutical 

Services 

iGate Clinical Researcn 
International, Inc~ 

In Vitro Technologies, Inc. 
Integrated Safety System_s, Inc. 

Laboratory Corporation of 
Americao Hq_ldings 

~anguageWork.§ 1_ Inc" The 

LanguageWorksr Jnc. The 
Litto O9mmunic~tiqn_§_ LLQ 

LNL Clinical Research' 
- Consulting, -In~: 

Mallinckrodt Inc.
-

CONFIDENTL4L TREATMENT 

Protocol I Project Desc Consultant or 
lnvetfgator Name 

Type Disclosure: Mutua 1I 
Purpose: To exchange 

information related to the use 
of Helvoet stoppers with 

MNTX Date ofdisclosure(s): 
11/20/2009 

Type Disc,losure: Mutua!1
Purpose: Exchange of 

information related to filling
bf Relistor into cartridges, to 

be used with multi-dose pen. I 

Date of disclosure(s): 
I 

11/24/2009 
I 

pr. Hugh E. Black , 
Purpose: They will be 
providing support for 

nonclinical writing for the 
sNDA. We need a CDA 

before we could discuss and 
determine the scope of work. 

Date of disclosure(s): 

Type Disclosure: One-way· 

1/19/2010 

'3103 

2201 
I 

I 
I 

II 

!I3104 Potential CRO in India 

I 

2201' 

Russi·an translations related 
to M~~x 

Type Disclosure: Mutual Joseph Litto, MS, 
Purpose: Regulatory Affairs PhD 
,consultant for MNTX Multi-

I Dose Pen project. Date of 
disclosure(s): 1/4/201 o 



CONFIDENTIAL TREATMENT 

- -
Vendor 

~-- - -

Protocol Project Desc 

-

Consultant or 
lnvetigator Name 

Mallinckrodt Inc. Required to conduct a quality 
audit of Mallinckrodt's 

facilities and to generate any 
necessary reports to meet 

reg~lat9r1 ~ompliance 
§!~_n_dW9.?. 

I 

M~ucwell, MD Lynn~ G~ Type Disclosure: Mutual 
Purpose: DSMB member for 

pediatric trial Date of 
~isclosur~(~): qJ1f201 O 

t.ynne G. Maxwell, 
MD 

I 

MDS Pharma Services (US) In~- 1304 Potential Phase 1 unit. 

MOS Pharma S~rvices (US)Jnc: ·1303 .Pot~nt_ii;il Phase I site for: 
fv1NTX f3Q~ .!!:.i?J 

M_DS Ph_arm~ Services _<::;_entral 
!-aq 

1108 

,Medical House Products Ltd, a 
supsidia[Y of The Medica! 

Ho~se_p~~ 

Type Disclosure: Mutua! 
Purpose: To hold 

~is9ussions regarding MNTX 
- General ana PRO 140 

. ' ' 
.DaJe qf qJ~closur~(s)~. 

12/4j/20Q~ 

Metropolitan Res~arch 
Associ~t-~§. ~b~ 

,901 

MG Sterile Products AG 
Mi/lennix, Inc. 

Mill_ipore Corppr§.tion 

I 

Jype Disclqsure: Mutua! 
Purpose: We need to , 

conduct the filter validation 
study with Millipore. This 
study will need to be sub-
contracted, by Wocktiardt. 

Millipore has send two 
copies of Service Agreement 
which will be sent to Andrea 

thr9.µgh interoffice 

I Neeman Medii;al lnternational 3301 1 

Nippon Kayaku Co., Lttj: Related to research and 
deyelophl§!tit gf _MNTX i~ 

Japan. 
Wyett) signed as-a-3rd party 

to thl~-agree!1}ef!t 

Norwich Pharmaceutigd.s 1 Inc. :GOMREQ #2829 - potential 
MNTX Tablet CMO. Will 

participat~ in RFP RfOCf?§~: 

.Octagon Research S9lutions, 
In c~ I 



CONFIDENTIAL TREA TMENT 

- -

Vendor 

- - -

Protocol 

- -

-
Project DescII 

II 

Consultant or 
lnvetigator Name 

Omnicare CR, Inc. 
Ompi of Am~rica Type Disclosure: Mutual 

P1,.1rpose; CDA is required in 
order to exchange 

info~IJl-~~jQn related to MNlX 
(Relistor) Date of 

~i~~lqs~re(~): 1'1l12nQQ~ 

Ono Pharmaceuticals, Inc. _Di$closures relating to their 
respective research anq 

development work· and 
marketing potential for 

MNTX, MOA-7?8. 

On_q_ Ph~rm9c;~~-tic;~ls, Jryc~ Disclosure of infonnation 
· between DSM 

pharmaceuticals, Inc_, Wyeth 
P_tj~rro9_c.euticals 1 Progenics 

and Ono relating to 
~ommercialized parenteral 

formul9ti9_n(~) of MNTX 

Ono .Pharmaceu_ticals; Inc: 
Organo'n lntefrnati6nal Incl-

O&t~r. PhO Gefr~ 
Pwen _M_umforg, ln_c~ ifype Disclosure: Mutual 

Purpq$e: To hold technical 
9iscussioo~ related to MNTX 

(Reli_stor) Date of 
~fsclosu,r~(~)~ 1~/~2/4Q0~ 

P/L Biornegic~! Type Disclosure: M~tual 
purpose: Regulatory Affairs 
:Consultant for MNTX Multi-

Pose Pen project Date of 
di§~l9sure(~): 1/4/.Z0J0 

:Lee Leichter 

PAREXEL lnternational1 LLC 3103 
PAREXEL. lnternation·a1, LtC 
PARl=XEL International•.LLC 
PAREX~L. International, LLC 

P~thcar~ Glihi~al Trials 3301 Lag_oratory for sites in South 
~fd~c! 

Patheon, Inf. Please. establish with the 
fol!owing CMOs: 1) Norwich 

Pharmaceuticals, Inc., 2) 
path_e_on 1 Inc., 3) Elan Drug 

Technologies and 4) 
CaJalent Pharma Solutio11s 

Pharmaceutical Research 
· ·A~s9_gi~tes, J_nc.'. 

3104 

Pharmalytica Services, LLC 



CONFIDENTIAL TREA TAlfENT 

-- -

Vendor Protocol Project Desc Consultant or 
I 

I lnvetigator Name 

PharmaNet, LLC 3103 Potential CRO for MNTX'. 
3103 

Phoenix Data Systems 3103 Potential EOG and IVRS 
provider 

Poduri, MD Kanakadurga R. 3103 
PPD Development, LP. 3103 .Potential CRO 

PRACS Institute, Ltd. 
I 

I 

I 
I 

Premier Research Group pie 
I

21011 
Publicis CLT Meetings 

Quest Diagostics Limited d/b/a 
Quest Diagnostics Clinical Trials 

Quintiles, Jnc. 1106 Clinical trial procedures) 
protocols and prixing an9 
other business practices 

related to the development 
and testing of investigational 

drug products~ 

Quintiles, Inc. 

I 

(1) Safety related info and 
~ata from both clinical and 

'preclinical trials, (2) e-CTD 
templates under 

development by PGNX 
subcontractors for electronic 

NOA submission, and (3) 
administrative aspects of the 

NOA preparation. 

Quintiles, Inc. 2201 

I 

MNTX General 1 clinical tdals, 
procedures and protocols 

related to MNTX2201 1 and 
other business practices 

pertaining to the drug 
development and testing of 

investigational drugs 

Quintiles, Inc. 110~ Performance of Clinical 
study MNTX 1108 

,Quiritiles1 Inc. 301 Regulatoryj monitoring and 
SAE reporting services fori 

clinical development 
programs 



CONFIDENTIAL TREATMENT 

- - - -
Vendor Protocol 

·, 
-

-
Project Desc 

-

Consultant or 
lnvetigator Name 

Radius Product Development 
Inc. 

Jype Disclosure: Mutual 
Purpose: Radius Product 

peveloprnent will be carrying 
out a user study and FMEA 

consulting services in 
§UP~Qrt of the MNTX MOP 

project. Date of 
µi~flosure(s): 9t1{io10 

Regulatory Risk Management, 
LLC 

Type Disclosure: Mutual 
Purpose: Vendor wtll be 

·providing compliance/GCP 
audit services for MNTX 

Gli~lG9J. trials sponsored by; 
Progenies. Date of 

gi?closure_(s): ~/1_ ~{201 o 

El izabeth R_ 

Nelson 

Rhodes Te~hnologi~S: We plan to meet with 
Rhodes Technologies to 

piscuss their capabilities in 
process development and 

h,_af!1,:1facturing of opiates that 
~ould be of interest for 

MNTX and related 
~om pounds. 

Ricerca Biosciences, LLO MNTX 
Safety Syringes, Inc~ Type Disclosure: Mutual 

___ Purpose: Exchange of 
information related to safety 
device, to be used With pre-

_ filled syringes. Date of 
pisclosur~(s): 6/11tio10 

Sarr, MD Michael MNTX 
Selcia Limited MNTX 

SFBC International, Inc., i1108 
SFBC International,_Inc., 11106 

Shi, PhD_Qiuhu Type Disclosure: Mutual 
f,°urpose: We are inviting Dr~ 

,Shi to serve on a Data and 
:Safety Monitoring Board fon 

~MNTX. The CDA is required 
for preliminary discussions 

with Dr. Shi prior to initiating 
a contract with him. Date of 

I 

disclos_ure(s)_: 3/10/201 0 

:Oiuhu Shi, PhD 

·solviasAG 
- -

MNTX 
SRI International 

SSC!, Inc: Wyeth/SSCI/PGNX-MNT~ 
~t. Pau l's § eni9r Homes & 

~~r:vice§ 
302 

--

MNTX & MNTX 302 



CONFIDENTIAL TREATMENT 

-
Vendor 

I I 

I 

Protocol 

- -

Project Desc 

--
Consultant or 

lnvetigator Name 

Statistics Collaborative1 Inc~ Staiistical .design of clinical 
trials. 

Symbiance, Inc. 
Tandem Labs 

Team Consulting Limited _. Type Oisclosure: Mutual 
Purpose: Team Consulting 

Ltd. is a UK based firm that 
Iic! c~ndid~te for performing 

the usability study and 
human factors consulting 

~ssociated with the, MNTX 
JVltJlti-Dose Pen. Date of 
9is~IQSLW~(~): ~/27lio10 

Tigermed Gonsulting Co.,_J_td! __ ,Re94l~t9ry consu_ltant for: 
clJoJcal trial applications and 

'market ~uthg__r:_i_~~!ion·s in 
Chin?, 

Tig~rm~ Consulting Co., ~!9-. TYP-~ Disclosure:. One-way 
___ purpose: R~g~latory 
f:Oris.ultant' for clinical trial 

applications. and market 
authorisatrons in China. 

Oa~~ qt di~closure(s):: 
4/13/2010 

TKL Resear~h, lncj ~103 Potential CRO for MNTX 
~.103 

Torii Pharmaceutical Co., ltd'. yvye~h/Torii/PGNX- MNTX, 
MOf\-728 

UCB S.A. I nvestigatjonaL drugs.I 
Unit~~f BioSource CorporatJo'1 3103 Po_t~nt!~l <;RQ for MNTX 

31Q3 \ria! ' 

University of Chicago MN1X. 1f1~~ntlo'1 9isclqsure~ Ghun-Su Yuan, M_D 

UPJytPharm?)c~uticals, Inc .. Type Disqlo~ijre: Mutua! 
Purpose: To discuss oral 

formµ@!QD development for-
_MNTX. Date of 

g_f§.i;:!o§J!f~(~): 1. 0/~/~Q09 

1/ett~r Pharm~~Fertig_ung Gmb~ 
~ Co..1<~ 

TY,pe Disclosure: Mutual 
purpose: To exchange 

_____ 1nfpr[!1afion r~lated tq 
Relistot (MNTX) Date of 

djsctg~l:lt~(?): 11/20/200~ 

Wald, MD Arriold 
Wi!rning{9ri PharmaTech 

C_o.mpany LLQ 



CONFIDENTIAL TREATMENT 

Vendor Protocol Project Desc 

-

Consultant or 
lnvetigator Name 

Wockhardt UK Holdings Limited 

I 

Type Disclosure: Mutual 
Purpose: To exchange 

information related to MNTX 
(S.C., Oral), PRO 140. 

PSMA ADC Date of 
disclasure(s)~ 12/8/2009 

-

Ypsomed AG I 

I 
I 

Type Disclosure: Mutual 
Purpose: Exchange 

information related to MNTX 
(Relistor} Date of 

disdosure(s): 2/4/2010 

Zeltz~1 MD Lonnie Type Disclosure: One-way 
Pur12.os~: National Leadeer 

on Pediatric Pain 
Management for consultation 
OQ Pediatric Study in Chronic 

Pain as part of sNDA 
Submission Date of 

disclosure(s): 12/15/2010 
I 

ZS Associates, Inc. MNTXCDA 

Vendor Protocol ProjectDesc- - -
AB Clinical 1ri91s 3201 

Abukhudair, MD_Hussein 3301i - ROW site 
Accurate Clinical Trials, Inc. 2101 Potential MNTX2101 Site 

Advent Clinical Research 
Cente[ 

2101 

-

I 

I 

Akhtar, MD Shamsuddin 3301 
Alamo Clinical Research 

6ssociates 
3301 

Albert Ein s-tein Healthcare 
Ne~ork 

2101 Potential MNTX2101 site 

Alegent Healtli :2101: Potential MNTX2101 site 
Allegheny Pain Man_age-ment ·3103 
American Medical Research Cfl03 

AraQhizadeh, MD Farshid '3301 

Arizona 8.~search Center 3301 1 

ARS Clinical Trials 33Q1; WyE?th "switch" site. ACK letter binds 
Wy~tb._CDA terms w/ PrQgenig_s. 

Avera Research Institute 3301 1 Wyeth "switch'' site. ACK letter binds 
Wyeth CDA term§ w/ Progenies. 

Azzam. MD Samit 330-1 
Bay Pines Foundation, Inc. 2101. Potential MNTX2101 site 

Beart, MD Robert J3011 

Bend Memorial Cliniq 3301 Wyeth "switch" site. ACK letter binds 
Wyeth CDA terms w/ Progenies. 

Berry, MD Scott 3301 



CONFIDENTIAL TREATMENT 

--
Vendor Protocol ProjectDesc - - -

Beyer Research 3201 
Billy Holt, D.O. 3201 

Bioanalytical Systems, Inc. 1304 ·potential clinica l study site for MNTX 1304. 

Bioanalytical Systems, Inc. 1303 .Potential Phase I site for the MNTX 1303 
trial 

Bioanalytical Systems, Inc. 
Borland-Groover Clinic ,J301 

Brennan, MD Mark J. 3301 
· Brigham & Worrie_n~s Hospital, 3201 

Inc., The 

Brull, MD Sorin J. 3301 
California Pacific Medical 3301 Wy~th "switch" site. ACK letter binds 
C_~nter_Re~earch ln_sti!Y!~ Wyeth CDA terms w/ Proge_nics. 

Callaghan, MD Denis 3201 
.Capstone Clinical Trials 2101 Potential site for MNTX 2101 

,Caring Clinical Research 3201 
~orporatior, 

:caritas St. Elizabeth's Medical ~301 Wyeth 11 switch 11 site. ACK letter binds 
Center WY~ th CDA terms .:!:!.f. Progenies . 

.Carolinas Rehabilitation 3103 
Center for Clinical Research at 3301 Wyeth "switch" site. ACK letter binds 

Washington County Ho§pital, Wyeth CDA terms w/ Progenies. 
The 

Center for Clinical Research at 3201 Email r~quest rec'd 7/2/10 from K. Huang. 
Washington Cqunty Hospital, No COMREQ. 

The 
-

Center Orthopedic and ,3103 potential MNTX 3103 site · 
Neurosurgical Care & 

Research, The 

Chang, MD George J. 3301 Potential site 
Changi General Hospital Pte 3301 1 Potential Investigator Site 

Ltd 

,Changi General Hospital Pte 3301 Potential Investigator Site 
Ltd 

Chaudhary, Adarsh :3301 
Chaudhary, Adarsh 3301 Potential MN~X3301 Site 

Chauq-Hospital Du St 3301 potential MNTX 3301 site 
Sa_gement 

Children's Hospital Association , Potential study site for MNTX 1304. Also 
The , PGNX is interested in their drop of block 

PK technique and will be discussed. 
Mutual CDA. 

I 
I 

I 

I 

I 



CONFIDENTIAL TREATMENT 

Vendor Protocol Projectoesc 
Chinese University of Hong 

Kong,The 
3301 

Clark, DO Curtis 3301 Potential MNTX 3301 site 
Clinical Physiology Associates, 

Inc. 
3201 Potential study site. 

Clinical Research Advantage, 
Inc. 

2301 f>MO for 6 potential sites. See working 
fqlder for site and Pl names. 

Clinical Research Centers 
International 

3301 

Clinical Research Institute of 
Michigan, I-LC 

3201 

Clinical Research Pharmacy 
Coordinating Ce_nter 

~101 Potential MNTX2101 site 

Clinical Trials of Texas, Inc. 3201 Email request rec'd from K. Huang 6/7/10. 
No COMREQ. Covers 2 Investigators: 

Jay 6:llis, MD & Patric~ Worrich, MD 

,Clinvest, A Division of Banyan 
Group, Inc. 

3201 

Colorado Orthopedic 
Consultants 

~_101 Potential MNTX2101 site 

Columbia University, The 
Trustees of 

p301 

pomprehensive Phase One, A 
Division of Comprehensive 

Neur0Scieric~ 1 Inc. 

1303 Potential Phase I site for MNTX 1303 trial 

I 

Consultants In Pain Research 3301 
Cooper Health System~The 2101 Potential MNTX2101 site 
Cooper Health System, The 2101 

Coppa, MD Gene F. 3301 
Corbitt, MD John 3301 

Core Orthopaedic Medical 
Center 

I 

2101 PotE?ntial MNTX2101 site 

Covance Clinical Research Unit 1106 I 

Covance Clinical Research Onit , 
I 

102 

Covance Clinical Research Unit 
I 

DaVita Clinical Research 1304 possible clinical study site for MNTX1304 
Dedicated Phase I, Inc. 2101 Potential MNTX2101 site 
Discovery Alliance, Inc. 3301 

Discovery Clinical Research, 
Inc~ 

3301 Potential site 

Doylestown Hospital 3103 Potential MNTX 3103 site 
Drover, MD David 3301 Potential MNTX 3301 site 

Drug Research and Analysis 
Corp. 

,3301 I 

I 

Endeavor Clinical Trials, PA 3301 



CONFIDENTIAL TREATMENT 

-
- - -- Vendor Protocol ProjectDesc 

Fitzgerald, MD James 3301 
Fleites, MD Juan 3301 

Fletcher Allen Healthcare, Inc. 3301 Potential site 
Florida Institute of Medical 3201 

Research 

Florida Medical Research 3201 
~ 

I 

Foss, MD Joseph 901 
Four Sea~ons 3201 _Rec'd email request from K. Huang on 

9/17(1Q._ N.Q COMREQ_ 

Fusco, MD, Mark 3301 
:Galler, MD Leonard 3301 

Gastroenterology Associates of Potential MNTX3301 Site 
Central Ge9rgia 

Geisinger Clinic 

3301 

'3301 Wyeth "switch" site. ACK letter binds 
Wyeth CDA term§ w/ Progenies. 

Geodyssey Research, LLC Email request rec'd from K. Huang on2~01 
5/21/10. No COMREQ 

Gerkin, MD Todd M. 3301 
Gill Orthopedic Center 2101 Potential site 

1Global Rank Team, Inc. 3301 
Glo_bal Rank Team, Inc. Potential MNTX2101 site 

Gomez, MD Gerardo 
2101 ! 

_33011; 
Good, MD Micliael 330111 

GrandView Medical Research, 3301 
Ire. 

Greater Chesapeake Potential site - MNTX2101 
Orthopedics AssociaHon 1 LLC 

Grey+Pratt Associates 

21_01; 

Potential site for MNTX 3301 
Hadassah UQiversity Medical 

3301] 
Potential MNTX 3301 investigative site 3301 1 

Gentet 
33011 Potential MNTX 3301 site 

lnstitJ,Jt~ 

Health Research Institute 

Health First Clinical Research 

2101 Potential MNTX2101 site 
HealthFirst Medical Group 

-

Potential MNTX 3301 site 
Helping Hands Clinical Trials, 

3301 
Pot~ntial MNTX 2101 site 2101 

:LLC 
Hendrick, MD Thomas 3301 

Hesler, MD RalRh G. Potential MNTX 3301 investigator 
Holy Name Hospital 

3301 
2101 MNTX2101 potential site 

Hope Research lnstitut~, LLC 3201 Email request rec'd from K. Huang 
sIia110. No COMREQ. 

Hospital de Clinicas, Federal 3301 potential MNTX 3301 investigative site 
UQ.iver.§ii!Y of Paran~ 

Hsu, MD Robert Potential MNTX 3301 investigative site 
Hurley Medical Center, 

3301 
3301 

Imperial College of Science, Potential MNTX 3301 site 
Technology and M~dicine 

Innovative Research of West 

3301 

3201 Rec'd email request from K. Huang 6/4/10. 
Florida Inc. No COMREQ. 



- -
- -

CONFIDENTIAL TREATMENT 

Vendor Protocol ProjectDesc 
Integrated Clinical Trial 2301" 

Services, Inc. 

Integrity Clinical Research , LLC 2301 

Iowa H.ealth-Des Moines 3301 
lrvine, _MD Bruce 3301 

Jacksonville Center_for Clinical 3301 Potential MNTX3301 Site 
R_ese€1rc'1 

- . 

Jean Brown Research Potential MNTX2101 site 
Jean Brown Research 

2101 
Potential MNTX 2101 site 

Johns Hopk1ns University 
2101 

Potential site for upcoming MNTX 
Pedjatncs PK St_4tjy 

Johns Hopkins UniversitYi Potential MNTX2101 site 
Jupjter Resear_ch Inc. 

21_01 
3201 

Kaplan Medical Centeri ·Potential Site 
Kao.lc;Jn 1 MD Edward 

3301 
901 Compassionate Use 

Kessler Medical Rehabilitation 2101 Potential MNTX2101 site 
Research and Education Center 

Potential Investigator Site 
Q_ncology 

Kilkenny Ill, MD John W _ ~301 
Kim, MO Donald G. 

3301Kidwai Mell!orial Institute of 

Potential site 
Kini, MD Ganesh 

3301 
3301 

Klinik fur Anaesthesiologie dur, 3301 
lechnischen Universitat 

M~nchen 

K.orelitz MD_, Byrton L. . 3301 Potential MNTX3301 Site 
LA Healthcare Medical Group 21011 Potential MNTX2101 site 

Lai, MD-James K. 32011 Potential site 
Lexington Clinic Sports Potential MNTX2101 site 2101 

I 

Medicine Center 

.Lillestol Research LLC 3201 Rec'd email request from K. Huang on 
6/17/10. No CO_rvlREO. 

Long Island Gastrointestinal Potential site for the MNTX 3201 tria! 
Research GroyR LLP 

Louisiana State University anq Potential MNTX2101 site 
Agricultural and Mechanical 

Coll~g~. The Board of 
Sur;?ervisors of 

Lovelace Scientific Resources, 

2101 

potential MNTX2101 site 
tnc. 

Ludwj,g MaximiliarJs University 

2101 

3301 
P9lj_klinK 

Luna, MD Azucena 3301 
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CONFIDENTIAL TREATMENT 

ProjectDesc 
Maclean, MD Anthony 

Macpherson, MD Nicola 901 

ProtocolVendor 

.Compassionate use program 
Madrona Medical Group P.S. 3301 

Magee Rehabilitation Hospital 2101 Potential MNTX2101 site 
Manna Research 3201 Potential site 

Marlton Rehabilitation Hospital 2101 Potential MNTX2101 site 
Martin Bowen Hefley Potential MNTX2101 site 

Prthopaedic~ 
Martin-Luther Unive_rsity Halle-: 

2101 

Clinical Study Site ROW 
Wittenberg 

Mary Crowley Medical 
Research C~nter: 

3301 

-

Potential Investigator Site 
McCoy, MDC. Patrick 

:3:~01Mathai, 'larughese 
3301 

McFaddin, MD David 3301~ Potential site 
MedARK Clinical Research 3301 

Medical Research, 3301 
Infrastructure, and Health 

Service? Fund of the Tel Aviv 
Medical Center, The 

-

33011 C89c site. South Africa. 
Medi-Clinic _Vergelegen : 33011 ~Rec site. South Africa. 

Mellinghoff, Herman 

Me.di-__Clinic Vergelegen 

33011 
Mertes, MD eau l Michael 3301 

Mid-Atlantic Medical Research 32011 Email request rec'd 5/27/10 from K. 
1

Centers Hua_l}9:... No COMREQ. 

_Midwest Orthopedic Services, 21011 Potential MNTX2101 site 
SC 

Milheim, MD, Stephen 3301 
MIMA-Century Research 33011 Wyeth "switch11 site. ACK letter binds 

A~sQciates Wyeth CDA term.s w/ Progenies. 

Minneapolis Medical Research 33011 Potential site 
Foundation 

Minteer, MD Jeffrey ,9011 Compassionate ~se program 
Monson & McNamara, LLC 33011 

Mt Ascutoey itmttal and 21011 Potential MNTX21 a1 site 
~ Center 

I 

2101 Potential MNTX2101 site 
Corporation 

,t:Jational Pain Research 

National HealthCare 

3201 Email request rec'd 7/1 from K. Huang. No 
l11stitute, LLG 'coM_REQ. 

N_ational University Hopstial :33011 Potential _Investigator Site 
,Na4ticar Qlinical Research, LLC 21011 potential M_NTX2101 sit~ 

I 

Naylor, MD Robert 3301 Potential MNTX 3301 site 
1Nevins, MD Brooke 9011 

New York University School of 3103 Potential clinical study site 
Medicin~ : 

1 

-
Newman, MD David H. 3301 

I 



CONFIDENTL4L TREATlvfENT 

Vendor Protocol Projectoesc 
Ng, Chin 3301 Potential MNTX 3301 site 

Nichols, MD Keith E. 3301 Potential MNTX 3301 site 
Northern Michigan Hospital 2101 Potential MNTX2101 site 

O'Mahony, MD Michael 32011 
.Onofre Alves Neto 3301 

Orlando, MD Rocco 3301 
Orthopedic Center of Central 

Virgioia : 
2101 Potential MNTX2101 site 

OrthopediG i:;urgery & Sports : 
Medicin~ 

2101 Potential site - MNTX2-101 
1 

o_uawa Hospital, The 3301 
,Overlake Hospit9!_Medicai 

1

.Q~ntet 
1 

3301 Wyeth 1'switch1 
' site. ACK letter binds 

Wy§h CDA t~rms w/ prqg@t]_igs. 

PAB Clinical ResearcH 1 21011 Potential MNTX2101 Site 
Pain TreatmenfCenter of the 

- - · -· -- - I 

l?.lueg_~a§i§ 
32QJ ·_Rec'd ~mail request from K. Huang 

6/14/10. No COMREQ. 

Pain Treatment Center of the 
~l_u~grgs§ 

1 

2101 Potential MNTX2101 site 

.Palm Beach Research CenteIT : 3301, 
Palmetto Clinical Research,­- -·- - --- LLq i101 pgtenJ.i91MNTX2101 site 

Palo Alto IQstitute for Research 
and Etjuca!io_n, Inc~ 

Wyeth 11 switch11 site. ACK letter binds 
Wy~th CDA terms w/ Progenies. 

Peninsula_~Rese~rch, Inc.I 3201, 
.Pennsylvania ?tate l)nivers1tYi 

and the Milton S. Hershey 
Medical Center} The; 

3301 Potential site , 

Pharmaceutical C-Trials, Inc. 3301, 
Phy~i~jqn Care Clinical, 

~§5:9Jg_fJ l:LQ 
3201, 

Piedmont !Yledical Research: 
.8..~iates, ln_c.. 

3~01 

Pitt County Memoric!I Hdspital 2101 Potential MNTX2101 site 
Pitt, DO Darrell M. 3:3'011 

Planinsic, MD Raymond 3301. 
Principal Link, LLC 2101 Potential MNTX2101 site 

Proteniu m_ClinicarR-esearch t' 
1-1.Q 

Potential site for the MNTX 3201 trial 

Rabin Medical Cerite( $301 Potential Site lnvestiQator 
Radiant Res~arch, Inc. i1108 MNTX 1108 

.Ramba111 Medical,CenteTT Potential Site lnyestigator 
Ram.cs, MD Carlos P. 3301 

.BJlflCOO Los Amigos National 
Rehabilitation Centeri 

2101 -~9_tenti_al MNTX21 O1 sit_e 

Rathmell, MD James P: 
~Ravikumar,_MD Ttianjavuf 3301 

Rees, MD George 3301 
Regents of ttie University of 

'California - Los Angel~s, The 
3301 Potential site 
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I 

CONFIDENTIAL TREATMENT 

-
Vendor ProjectDesc 

Regents of the University of 
Protocol 

3301 
Calif_ornia, San Diego, The : 

Regents of the University of ,330 1 Potential site 
California( San Franciscq, The 

Rehabi litation Associates of ,3201 Email request rec1d 6/2/1 Oform K. Huang. 
Indiana No COMREQ. 

Rehabilitation Hospital of potential MNTX2101 site 
Indiana, The 

Rehabilitation Institute of 

.?101 

2101 Potential MNTX2101 site 
Chicago 

Reickert, MD Craig 33011 
.Renstar M~dical ~~se9rch MOA-728 CDA required so that Progenies can 

conduct an audit of the site relating to 
,MQA-728 Protocol 3200K1-3356-VVW. 

Renstar Medical Research 3103 
Renstar Medical Research 3201 
Research Across America 3103 

Research Center of Florida, Inc. 3301 

: 

Ricardo, MD Ruben 330111 Potential M~TX3301 site 
Richard L Roudebush Veterans 3301 Potential MNTX3301 site 

IAffairs Medical Center 

Riedel, MD Bernhard Potential MNTX3301 site. 
Rivergrove~MediGaL Clinic 

330t 
j2Q1 Potential site. 

Roberts, MD Gregory J. 3301 
Roizen, MD Michael 901 I Potential compassionate use site 

Royal Alexandria Hospital 3301 Potential MNTX3301 site in Canada 
R,ubin Institute for Advanced 2101 MNTX21 D1 potential site 

Orthopedic~, The 

Saint ~ose. Research 3301 Potential MNTX3301 site 
nstitute, l_nc. 

Saint Louis University 3301 Potential MNTX3301 site 
Schacter, MD_Gordori 3201 

Scion Clinigal Research 3301 
Shapiro, MD Andrew 3301 Potentiial MNTX 3301 site 

Shehaaeh; MD_Nasfat Potential MNTX 901 siite 
Shenaq, MD Salwa A 

~01 
3301 Potential MNTX 3301 site 

Shreenath Clinicc!I ServiQElli Potential MNTX.210_1 ~ite 
Slawson, MD Douolas 

21-0'1' 
3301 Potential MNTX 3301 site 

Siigh, MD Teresa 3301 Potential MNTX 3301 site 
SMO-USA, Inc. 3301 Potential MNTX 3301 site 

Southeast Clinical Research 3301 
Associates I 

I 



- - -
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Vendor Protocol ProiectDesc 
Southeast Clinical Research) CDA for 2 Pis: Kim Barbel-Johnson 1 DO 

LLC 
3201 

and Donn Kee!s 1 MD 

~outhern Illinois University1 The Potential MNTX 3301 site 
Board of Trustees of 

Southern Orthopaedic Sports 

3301 

Potential MNTX2101 site : 
Medicine 

.Spitz, MD Jonathan 

2101 

Potential MNTX 3301 site 
Springfield Clinic, l!.LP 

3301 
Potential MNTX 3301 site 

St. Mary's Duluth Clinic Health 
3301 
3103 

System 

Stavola, MD Anthony R. Potential MNTX2101 site 
Sunnybrook Women's Health 

2101 
potential MNTX 3301 site 

Sciences Center 

Surgical Clinic of Central 

3301 

Potential MNTX 3301 site 
Arkansa§, Th~ 

Sutter Institute for Medical 

3301 

Potential MNTX 3103 site 
Research 

Tan Tock Seng Hospital 

3103 

3301 ' Potential Site Investigator 
Tata Memorial Hospital 3301 Potential MNTX3301 Site 

Teton Research, LLC 3301 
~exas Tech University Clinical Study Site ~ 

Tiervlei Trial Cent[e 
3301 

CRcc site, South 8.frica. , 3301 
I

Tran, MD Young 3301 
Trial Management Group Inc. SMO for multiple sites in Canada. 

Trinity CliniG Cor_sicana 
3201 
3301 

Trover Health System C/O Potential MNTX2101 site 2101 
I 

Center for Clinical Studies 

University Clinical Research Potential Phase I site for MNTX 1303 trial 
Delanq 

University of Calgary Medical 

1303 

3301 
University of _Gape Town Clinical Study Site South Africa - ICON 

" University of Colorado at : 3301 
3301 

Potential site 
Denver and Health Sciences , 

Center 
1 -

1 _potential site 
Denver and Health Sciences 

eenter 

University of Florida 

University of Colorado at 3301 

Potential MNTX2101 site 
University of Florida 

2101 
,3301 

University' of Free State 3301 Clinical Study Site South Africa - CRcc 
University of Iowa, The 3301 Potential site 

Unjversity qf Kentucky _Medical 2101 Potentia l MNTX2101 site 
Cepter 

University of Medicine and Potential site 
pentistry of New Jersey, The 

3301 



CONFIDENTIAL TREATAtmNT 

- - -
Vendor Protocol - - ProjectDesc 

__ University of Medicine and 3301 Pgtential site 
Dentistry of New Jersey, Th~ 

University of North Carolina at 3301 Wyeth "switch" site. ACK letter binds 
Chapel Hill, Th~ Wyeth CDA terms w/ Progenies. 

University-of Oklahoma Health 3301 1 
Sciences Center 

University of Pittl?burgh Medical 2101 CDA with TKL. Potential sit~. 
<;enter 

,lJniversity of South Florida 3301 Potential MNTX3301 Site 
89ard of Truste~? 

University of Wisconsin System, 3301 Potential site 
Board of Regents of tt,~ 

University Orthopedics Center 2101 : Potential MNTX2101 site 
UR Labs, fnc 

I 

van Zyl, L. J. 3301 , Potential Site 
Vancouver General Hospital 3301 1 Potential Site 

Vane, MD, PhD Luiz Antonio 3301 
Via ChristLResearch, Inc. 3301 

Viscusi, MD Eugene R. 2101
1 

Potential MNTX2101 site 
Viscusi, MD Eugene R. 3201 Potential MNTX 3201 site 

Visions Clinical Research 3301' 
Wa?hingtbn University 2101 Potential MNTX2101 _§i!e 

'QrthPQEEtjics 

Waxman, MD K!?nneth 3301 
Weinstein Hospice .901 Potential MNTX 901 site ' 

West Virginia University 3301 
Res~grGh C9rpgrn1Lq_n 

· W_estover Heights Clinic 3201 
Westville Hospital 3301' 

Wiseman, MD Douglas 3301' Potential site 
Wolfson Medical C¢nter 3301: Potential Site lnvestiQator. 

Zuckerman, MD Joseph D 2101 Potential MNTX2101 site 
Zuckerman, MD Joseph D. 3103 Potential MNTX site 

I Vendor Protocol 
- -

ProjectDesc 

-

Consultant or 
Investigator Name 

ACM Medical Laboratory, Inc. MNTX 3201 ACM will provide clinical laboratory 
§ervices for the MNTX 3201 study, acting 

as the central laboratory for the study. 
Services provide including clinical lab 
testing, laboratory kits production and 
distribution, project management. etc. 

I 

I 



CONFIDENTIAL TREATMENT 

- -
Vendor Protocol ProjectDesc 

- -

Consultant or 
Investigator Name 

Aerotek Scientific1 LLC 

I 

I 

multiple 

I 

I 

Extend current contract for Jaqueline Gray 
which is scheduled to end on 05Nov2010. 

Extend her contract until the end of first 
quarter 2011 (31 Mar2011 ). Continue to 

work on the review of Wyeth TMF 
documents 1 and assist in preparing and 

reviewing documenJ 

Jacqueline Gray 

Aeroh~k Scientific, LLC multipl~ Extend current contract for Samantha 
Scroxton which is scheduled to end on 

15Oct2010. Extend her contract until the 
end of first quarter 2011 (31Mar2011 ). 

Continue to work on the review of Wyeth 
TMF documer1ts, and assist in preparing 

and revie'A!ing gqcl!m 

Samantha S~roxtof] 

C. Bonfiglio, LLC 
I 

In preparation for the sNDA, a contract 
monitor is needed to address any issues 

that may result from an audit of the Wyeth 
3356 and 3358 sites. 

CliniRX Research Pvt. Ltd. 3301 
ClinResearch cc 3301 

'CRA Alliance, LLG 2101 Previous CRO, ARC went out of business, 
therefore a contract CRA is needed to 

complet.e mq_nitoring visits and closeout 
activitie~ for MNTX 2101 . 

Diversified Research, Inc. 3301 .GCP Training for two sites in Jamaica 
~ResearchTechiiology, Inc. 1106 

F~ather Technologies Inc. 3201/3201 E 
XT , 
• • 1 

Contract programming services by Saroja 
Kosaraj u, to perform statistical 

1

programming at Progenies for the MNTX 
3201 and 3201 EXT studies. Saroja will 
also provjde programing support for the 

MNTX SC sNDA as needed. 

Saroja Kosaraju 

Fletcher Allen Healthcare, Inc. 203 1 
Kendle International Inc. 3104 
Lowenstein, MD Edward I Data Safety Monitoring Board 

Managest CliQic~I Solutions, Inc. Assist w/ staffing for Clinical Tri~ls 

Maxwetl, MD Lynne G. DSMB members_hip for the MNTX pediatric 
protocol 

:Lynne G. Maxwell, 
MD 

f\/llCROMEDEX Index Nominum, Martindale - Healthcare 
Series Online (1 concurrent user). 

Automatic renEl_.wal. 



CONFJDENTIAL TREATMENT 

Consultant or 
Investigator Name 

ProjectoescProtocolVendor 

-

Millenix response to invoice dispute. 
PGNX decided to pay di~puted amounts. 

Se notes in file . 

302Millennix, Inc. 

-- - -

i 
I 

302 ' Letter of Amendment to include additional 
money in Exhibit C and terminal~ Exhibit 

Millennix, Inc. 

D. 

3301 Meeting planning services 
Octagon Research Solutions, 

Miller Tanner Associates 
Additional programming and data coding 

Inc. §ervices to prepare summary analyses for 
the SC MNTX sNDA for chronic pain. 

Qctagon Research Sql_µt_ions, 
Inc. 

IPharmacovigilance Agreement for 
MNTX/ONO-3849 in the Pre-Approval 

I 
Setting and the Post-Approval ( except 

Japan) Setting 

Ono Pharmaceuticals, Inc. 

MNTX 3201 Amendment #1 to 'incorporate Legal Rep. 
Associates, Inc. 

Pharmaceutical Research 
laogl!~Qe. 

Pharmaceutical Research Clinical Trials M~nagement Servi9es MSA 
Associa~es, l!if..i 

Pharmaceutical Research MNTX 3201 PRA has been selected as the CRO for 
Associates, Inc. the MNTX Phase 3 Oral study. PRA will be 

responsible for project management, 
,nonitqring, and regulatory submissions for 

ex-US sites. 
I 

Rho, Inc. Iri,ANTX 3201 Perform statistical and prngramming 
services for MNTX 3201 as an 

I 

·independent statistical center. Rho will 
prepare summaries for DSMB meetings. I 

Rho will present data summaries and the 
results of an interim study analysis to the , 

DSM B and other designees if 

SAS/ AcgE;ss Interface to ORACLE 
$cience for Organization~, Inc. 

SAS Institute Inc. 
Amend SPA#3 to include indemniftcaiton 

laog119ge. 

Science for Organizations, Inc. MNTX 3201 Please amend Dr. Gardner1s consulting Jerry Gardner, MD 
agreement dated April 2, 2003 and 

amended July 26, 2005 to participate on 
I

the Data and Safety Monitoring Board 
(DSMB) for MNTX. Please change his 

compens~tion rate to $500/hr. 
I 
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Vendor 

Shi, PhD Qiuhu 

:stiih, PhD Weichung J. 
.Shih, PhD _Weicnung J. 

SNBL Clinical Pharmacology 
C~ente_r 

SNBL Clinical Pharmacology 
C~nter 

Spectrum Clinjca_l R~search Pvt. 
,ltQ. 

Synchrogenix Information 
Str~tegies,J,Dc. 

Synchrogenix Information 
Strategies, Inc. 

Jsegai, Zufan 

Protocol 

MNTX 1401 

MNTX 1110 

MNTX 1109 

3301 

Multiple 

-

Consultant or 
Investigator Name 

A CSA is required to compensate Dr. Shi 

I 
!ProjectDesc 

Qiuhu Shi, PhD 
for participation on a DSMB for MNTXI 

beginning with Protocol MNTX 1401. The 
compensatjon rate for consulting services 

is $3_50~$.:-lQ9 p~r ho_ur. 

Amend Indemnity Cllauses 
Data Safety Monitoringt Board 

,SNBL is Phase 1 unit that will participating 
in !h~ M~TX 1110 stu_gy~ 

MNTX 1109 is a multidose PK study and $tephan Bart, MD 
~ iii be included in the sNDA The study will 

~onducted at SNBL (CRO/Phase 1 Unit). 
SNBL conducted 2 other PGNX studies 
and to date, has rnet all study timelines. 

§ince MNTX 1109 will be 1nduded in the 
sNDA, the abilit 

CRO in fndia for 12 additional sites 

A.mending original agreement for. 
additional services (PSO1 ): 1) Literature 

search of Relistor safety information from 
[006-2010. 2} Writing for 13 additional oral 

studies to be included in the ISS. 3) 
Literature s~arch_ff>_r the Risk Management 

Plan (RMP) re 
I 

~NDA project - medical writing portion (in I 

collaboration with Octagon). Total 
Contra9t Fees - range rs to up to 

$581,000. 

fatend currenf contract for Zufan Tsegai Zuf9n Tsegai 
~hich is scheduled to end on 31Dec2010. 

Extend her contract until the end offirst 
~uarter 2011 (31Mar2011). Continue to 

work on the review of Wyeth TMF 
docll...mer:,ts, and assist in preparing and 

I 

reviewing documents 
I 

33011 :- Unique Events, Inc." 
1U_nited BioSource CorporatiorJ MNTX 3201 Various modifications and additional work 

requir~d in the EDC and IVRS system due 
to study changes and additional 

modifications required within the products. 

I 

United BioSource Corporation Master Services Agreement 
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-
Vendor Protocol ProjectDescI 

-

Consultant or 
Investigator Name 

United BioSource Corporation MNTX 32011 USC will be providing EDC/IVR/ePro 
services in support of the Phase Il l oral 

trial. 

United BioSource Corporation 3201 
I 

I 

USC is to aquire the copywritten scales 
used for the MTNX 3201 study. The copy 

rights to the scales will include English, US 
Spanish, French Canadian, Fench and 
German versions for eight (8) different 

~cales. UBC will also provide an online 
training mod 

Univer_sity_ of Chlcago Replace EXH_D and E with E-1 and D-1 Alessandro Fichera 
ZeltzeC MD Lonnie Provide consultation on the Pediatric 

SNDA applicaUon request for waiver, 
deferral and proposed study in pediatric 

QOQUlation with chronic illness 

Vendor 
-

Project Desc 
Catalent Pharma Solutions, LLC Eight clinical MNTX 150 mg tablets are 

scheduled to be manufactured by 
Pfizer/Montreal starting the week of 

Nov. 8, Two of these batches, which 
. Will also be release testing by Catalent 
(see QAR-02), will placed on stability in 

support of the clinical tri 

Catalent Pharma Solutionsr LLC .Evaulation of analytical methods for 
MNTX stability of clinical tablets. 

I 

Method transfer and ID testing of the 
~linical lots before and after blister 

packaging. 

Catalent Pharma Solutions, LLC Evaluation of MNTX API from Cilag by 
XPRD (.Q[\~-02} 

Catalent Pharma Solutions, LLC This amendment is for the extension of 
the stability studies for MNTX clinical 
trial tablet batches from 12 months to 

1 

36 months. Actual charges for the 
extension will start 1 Q, 2012. 

Catalent Pharma Solutions, LLC Re-state the scope of the formulation 
optimization actfvities; no additional 

cost (QAR-03) 
~ 
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Vendor Protocol ProjectDesc Consultant or 
Investigator Name -

Shi, PhD qiuhu MNTX 1401 A CSA is required to compensate Dr. Shi Qiuhu Shi, PhD I 

for participation on a DSMB for MNTX, 
.beginning with Protocol MNTX 1401. The 
compensation rate for consulting services 

is $350-$400 per hour. 
-

Shih, PhD Weichung J. Amend 'Indemnity Clauses 
.Shih 1 PhD Weichung J. Data Safety Monifor1ing Board 

SNBL Clinic~I Pharmacology MNTX 1110 ~NBL is Phase 1 unit that will participating 
Center in the MNTX 1110 stu.<;ly. 

SNBL Clinical Pharmacology MNTX 1109 MNTX 1109 is a multidose PK study and Stephan Bart, MD 
Center; !#ill be included in the sNDA. The study will 

I conducted at SNB'l. (CRO/Phase 1 Unit). 
, SNBL conducted 2 other PGNX studies 

and to date, has met all study timelines. 
§ince MNTX 1109 will be included in the 

sNDA, !he abilit 

Spectrum Clinical Research Pvt 3301 CRO in India for 12 additional sites 
~tq. 

Synchrogenix Information /\mending original agreement for I 
Iadditional services (PSO1 )~ 1) Literature Stra_tegies. Jnc. I 

~earch of Relistor safety information from 
g°006-2010. 2) Writing for 13 additional oral 

studies to be included in the ISS. 3) 
Literatur~ s~arch for the Risk Management 

Plan (RMP) re 

§NOA project - medical writing portion (in , 
Strategies, Inc. 

Synchrog_enix Information 
colilaboration with Octagon). Total 

Cor]trac~ Fees - range is to up to 
$5841000. 

Zufa n Tsegai 
w_hich is scheduled to end on 31Dec2010. 

Extend her contract until the end of first 
q~arter 2011 (31 Mar2011). Continue to 

work on the review of Wyeth TMF 
doqm1ents, ans! assist in preparing and 

reviewing documents 

Extend current contract for Zufan Tsegai [fsegai, Zufan ,Multiple 

3301 
,United BioSour~e Corporation 

· Unique Events, Inc. 
Various modifications and additional work 

required in the EDC and IVRS system due 
MNT)( 3201! 

I 

to study changes and additional 
modifications required within the pr9du£ts. 

United BioSource Corporation , Master Services Agreement , 
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- Consultant or I 

ProjectDescProtocolVendor 
I Investigator Name 

U BC will be providing EDC/IVR/ePro 
seivices in support of the Phase Ill oral 

trial. 

MNTX 3201United BioSource Corporation 

UBC is to a quire the copywritten scales 3201United BioSource Corporation 
I used for the MTNX 3201 study. The copy
I 

rights to the scales will include English, US 
Spanish, French Canadian 1 Fench and 
German versions for eight (8) different 

~cales. UBC will also provide an online 
training mod 

ReRlace EXH_D ang E with E-1 and D-1University of Ch icago Alessandro Fichera 
Zeltzer1 MD Lonnie Provide consultation on the Pediatric 

~NE1A application request for waiver, 
deferral and proposed study in pediatric 

PORUlation with chronic illness 

Vendor Project Desc 
Catalent Pharma Solutions, LLC Eight clinical MNTX 150 mg tablets are 

scheduled to be manufactured by 
, Pfizer/Montreal starting the week of 
Nov. 8. Two of these batches, which 

~illalso be release testing by Catalent 
tsee QAR-02), will placed on stability in 

support of the clinical tri 

Catalent Pharma Solutions, LLC !=vaulation of analytical methods for 
MNTX stability of clinical tablets. 

Method transfer: and ID testing of the 
~clinigpl lots before and after blister 

packaging. 

Catalent Pharma Solutions, LLC Evaluation of MNTX API from Cllag by 
XPRD (QAR-02) 

Catalent Pharma Solutions, LLC 
I 

I 

This amendment is for the extension of 
the stability studies for MNTX clinical 
trial tablet batches from 12 months to 

36 months. Actual charges for the 
extension will start 1Q, 2012. 

Catal~nt Pharma Solutions, LLC Re-state the scope of the formulation 
optimization activ1ties; no additional 

cgst (QAR-03) 
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Vendor Project Desc -
Catalent Pharma Solutions, LLC 1) ID testing is needed to release the 

current clinical supplies after packaging 
($5,500). 2) Content Uniformity and 

water testing is needed to release the 
clinical supplies for use in Europe 

($6,976). 3) Content uniformity and 
assay testing is needed a 

Cilag AG Supply Agreement for MNTX, API. 
Haselmeier GmbH Design and development of a Multi­

Dose/Fixed-Dru;e Penlet for Relistor. 

Helvoet Pharma Inc. Per ICH guideline Q6A, study needs to 
be performed to show that extractables 

from plunger stopper and combi-seals 
(Helvoet FM457) of MNTX MOP 

cartridges are consistently be1low the 
levels that have been demonstrated to 

pe acceRtable and safe. For MNXT in v 

Nelson Laboratories In ICH guidelines (Q6A), it states that 
1'Antimicrobial preservative 

effe.ctiveness should be demonstrated 
during development, during scaleup, 

and throughout the shelf-life, although 
chemical testing for preservative 

content fs the attribute DOrmaHy includ 

Radius Product Development Inc. Performing usabllity studies in support 
of tt,e MNTX multi-dose penlet. 

Vetter Pharma-Fertigung GmbH & 
Co.KG 

Vetter Pharma will manufacture 
Relistor PFS. Major activities have 

been identified as follows: 1} Project 
transfer (Pfizer to PGNX); 2) 

Secondary packaging, seven and 
§ingle pack formats; 3) Qualification 

and Validation activities; 4) 
Manufacture and Pack , 

w._arner-La-mberfCompany LLC This request is for a consulting 
agreement with Capsugel in support of1 

MNTX oral formulation develgpment. 



---
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CONFIDENTIAL TREATMENT 

-- Project Desc_ 
Wockhardt UK Holdings Limited 

Vendor 
Contract Manufacturing services to 

provide filled cartridges and pen 
assembly in support of the Relistor I 

MDP Project. Scope 1ncludes all 
development activities, filling and 

assembly services required to support 
stability, registration and validation 

batch 

Ypsomed AG , Ypsomed will supply Progenies with 
their Clickfine AutoProtect safety pen 

needle for use in the Relistor Multi-
Dose Penlet. 

Consultant or - -- - -
Protocol I.I ProjectDesc 

-

Vendor 
-

I 1 
Investigator Name-

Type Disclosure: Mutual Purpose: 
Anderson Packaging has the in-

house capability to design and print 
primary, secondary, and final labeling 

,and packaging components for botry 
US and cX?-US requirements. 

Anderson is needed to design the 
secondary labeliflg 

Anderson Packaging Inc. 

I 

IBioanalytical Systems, Inc. I 

Biologics Consulting Group, Inc. I Extension of services for Michael . Michael Gross, 
Gro15s at BCG1 Inc. Contractor will PhD1 RAC 

I continue to assist with the 
I 

preparation of the type B meeting 
r~qLlest and iiflformation package for 

the MNTX multi-dose pen project. 

Bowman Research Ltd. 
Calvert Laboratories 1 Inc. 

Catalent Pharma Soluti6ns1 LLC Three way CDA between Progenies, 
Cata lent and Wyeth to facilitate I 

discussions relating the commercial I 

I packaging and distribution of 
I 

RELISTOR ~ialsj 

Type Disclosure: Mutual Purpose: 
To discuss oral formulation 

development for MNTX. Date of 
aisclosure(s)1 10/6/2009 

Catalent Pharma Solutions. LLC 

C-atalent Pharma Solutions, LLC Quote# dTE-PNR-0055.01 added to 
SPA004. Additional services ... 

1nprocess testing by assay/impurities. I 

http:dTE-PNR-0055.01
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I 

I 

Vendor Protocol ProjectDesc Consultant or 
I 

Investigator Name 
Catalent P_barma Solutions, LLC QAR-01 relating to Quote #QTE-

Pf\fR-00~3.02. Slight scope change, 
no ~gdition?I co~ts. 

Catalent Pharma Solutions, LLC ~_atal~nt will perform formulation and 
feasibility deve!opment work to 

dev~J9p a Methylnaltrexone tablet 
forrriu!atigr, for prgg~r.iics. 

C_atalent Pharma Solutions, LLC Catalent will ~erform method transfer i 

and stability work for a 
,Methylnaltrexone tablet formulation 

for Prog~nics~ 

MNTX 1401:cE3, Inc~ Pr~paration of the pediatric 
tnformatio~ package for submission 

to FDA and Pediatric Ethicist 
ponsultant to support Progenies' 
proposed Study 1401 (pediatric 

postoperative patients with opioid"'! 
induced constipation) to meet the 

PB~ GOmmitrri~nt f9r R~listor1 

Type Disc;:losure'. Mutual Purpose: ~E3, Inc: .Holly Coulter 
I Regulatory Affairs consultant for 

~NtX Multi-Dose Pen project. Date 
gf dis~IQ§Jjr~(s): 1/4/io10 

Regulatory Affairs consultant to 
provide assistance with the following 

projects for MNi-X: 1) Waiver for 
Pediatric studies for the NDA; 2) 

Deferral and partial waiver for 
Pediatric studies for the Chronic Pain 

sNQA; 3) Mgeting request and 
information pac 

Cl;:3, Inc. 

~ender will provide compliance/GCP 
1

audit services for both domestic and 
international clinical trials sponsored 
by Progenies. These audit services 

&viii be p~rforrnei;i RD2 n 11 as n_eeded 11 

basis. 

MNTX 3201U:~E3, Inc. 

Ceohalon, Inc. 
ChanTest Corporation 

Cha_rJes River Laboratqries1 Inc. Archive/storage services for MNT~ Dan Mac[?onald 
GLP related GLP documents and 

stuqy rriaterials transferred from 
Pfizer. 

-- --- ---

I 

I 

http:Pf\fR-00~3.02
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- -
Vendor 

- Protocol 
-

Projectoesc Consultant or 

- - --
Investigator ~ame 

Charles River Laboratories, Inc. I Archiv,ing Dan MacDonald 
Chiltern International, Inc. 

Cllag AG 
Cilag AG 

Coating Place, Inc, I 

Computational Toxicology Services The Relistor Strategy Team 
LLC 8iscussed the impurity issues with 

the Oral MNTX tablets, and 
concluded that computational 

analysis should be conducted to 
establish the structural similarity of 
the impurities of interests. Joseph I 

Qontrera will perform computa 

Covance Clinical Research Unit - -

Covan_c_e Clinical ResearchUnit 1106 
.Covance Clinical Research Unit 102 

Covance, Inc. 
D&Q P_harmacbem 
D&O Pnarmachem 
D&O P..harmachem 

D,H. Gold Associates 
Davos Chemieal Corporation 

Dendrite Interactive Marketing, LLC Type Disclosure: Mutual Purpose: 
Consulting services in DEA/CSA 

I registration processing and other 
I regulatory requirements. Date of 

disclosure(s): 1/6/201 O 

DSM Pharmaceuticals, Inc. 
_DSM Pharmaceuticals, Inc. Three way CDA between Progenies, 

DSM and Wyeth to facilitate 
discussions relating to the 

manufacture of commercial vials of 
RELISTOR at DSM. 

Endo Pharmaceuticals Inc. 
Fisher Clinical Services, Inc. 

Freq__dl MD Ster.2herj Regulatory Consultant 
Frontage Laboratories, li:1c. Type Disclosure: Mutual Purpose: 

To discuss oral formulation 
development for MNTX. Date of 

disclosure( s ): 10/6/2009 I 
-



CONFIDENTIAL TREATMENT 

-

Vendor -
Protocol 

- - -
ProjectDesc Consultant or 

-- Investigator Name 
Health Research Ma_nagernent, Inc. Frank will be working on MNTX AMI, Frank Galasso 

MNTX Oral and PSMA. See 
previous contract for services. In 

addition, Frank will be working with 
Clinical to assist with site training and 

audits. NEW PAYMENT - change 
Rayment to hourly - same as Zelda's 

contract $101 

Hoyle Consulting 1 Inc. 
Hugh E. Black & Associates, Inc. Type Disclosure: One-way Purpose: Dr. Hugh E. Black 

They wi!J be providing support for 
nonclinical writing for the sNDA. We 

he~d a CDA before we could discuss 
and determine the scope of work. 

Date of disclosure( s ): 1/19/2010 

Hugh E. Black & Associates, Inc. Writing of nonclinical sections of 
MNTX chJonic paj_n sl'JD.8: , 

i3 Research 1 q division of lngenix ~201 
.P..h~rl]lac~u!i9~I ~erviGes 

!M$ H~~lth Incorporated One time fees for programming and 
set up of IJylS _data to be delivered to 

I 

Prog~nics for MNTX. 
-

IMS Health lncorRorated GOMREQ #2824. Subscription to 
NSP (~91estdat~Jor Reli$tOf'. 

--

IMS Heal.th Incorporated IMS Services: 
Rf;LISTO.R/Competitive Sales Data, 

Market Intelligence. Xponent and 
·ooo data subscription agreement 

IM~ Health Incorporated 2011 AMA-PPD required to receive 
IMS data on physician level basis fori j 

all XQOnent data. 

l In Vitro TeGtmoloqies, Inc. 
Integrated Safety-Systems, Inc. 

LanguageWork?, Inc. The ' _Russian translations related to MNTX 

-

[anguageWorks, Inc. The 
Utto Comm_unications LLC Master Services Agreement 
Litto Gommunications LLC Jype Disclosure: Mutual Purpose: Joseph Litt~, MS1 

Regulatory Affairs consultant for 
MNTX Multi-Dose Pen project. Date 

Ph[) 

of disclosure(~): 1/4/201 0 



- - - - -

--
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- ProjectDesc 
-

Consultant orProtocolVendor 
-

I 

I Investigator Name I 
~ 

~ 

LNL Clinical Res~arch Consulting! 
Inc. 

Mallinckrodt Inc. 
Mallinckrodt Inc. Asslgnment of Supply Agreement 

I and Quality Agreement 
IRequired to conduct a quality audit of 

Mallinckrodt's facilities and to 
generate any necessary reports to 

'.meet regulatory compliance 
standards. 

Mallinckrodt Inc. 

Mary Crowley Medical Research ' 
I 

Center 

MDS Pharma Services Central Lab : 1108 
[Minoia], [Paolo] License Agreement to compliments 

MNTX patent portfolio 

[Minoia], [Paolo] License Agreement to compliments 
MNTX patent portfolio 

-

MPI Research_, Inc. 
Nippon Kayaku Co., ltd: Related to research and 

development of MNTX in Japan. 
Wyeth signed 9s a 3rd party to this 

agreement 

Octagon Research Solutions, Inc. Addition of services including 
conversion of clinical data from 13I 

I 

I oral MNTX studies1 pooling of the 
~onverted data, analyses of the data 

for inclusion into the integrated safety 
and clinical overview summaries, and 

electronic publishing of the study 
repo 

I 

Octagon Research Solutions, Inc. Additional statistical programming 
I 

and analysis costs to prepare, i 

Ianalysis datasets and summary 
tables, listings and figures for the SC 

MNTX sNDA. The costs are 
Increased due to tne addition of the 

oral MNTX study data and additional 
subset analyses reques 



- - - - - - -

I 

I 

CONFIDENTIAL TREATMENT 

Vendor 

Octagon Research Solutions, Inc: 

Octag_on Resear~h Solutions1 Inc. 

Octagon Research Solutions, Inc. 
.Octagon Research Solutions, Inc. , 
Octagon Research Solutions, Inc. ' 
Pct9gon Rese§rch Solutions 1 Inc. 

Octagqn Rese?rch Solutions, Inc;:. 

Octagon Rese?J!=.h Solutiqn?.1_ Inc. 

Ono PtJarm?Jceuticals, In~ 

I 

I 

Ono Pharmaceuticals, Inc.· 
Org~_nic Consultants, Inc. 

I Organon International Inc. 
P/L (;iiomec;Jica:1 

Protocol 

-

- ProjectDesc Consultant or 
Investigator Name 

-

This project is co-budgeted with · 
Regulatory Affairs. This project 

.iricludes conversion of clinical data, 
statistical programming, statistical 

analyses, electronic submission 
'publishing, and submission of the 

sNDA for SC MNTX to the FDA, 
Canada, and the EU 

CO#1 to cover additional services for 
~he sf;JDA proje9t. 

Viewer Application 
Termination of Ex'hibit B 

Submission Stewardship Program to 
support Canadian, U.S., EU and 

Au~traj(qn ~u_q_mi§.ajgn_s. $7Q 1Q_0Q 

~t9rtingPoint ~oftware License 
;:agre~merit 

.octa_gon will upgrade templates to 
StartingPoint software version 4.0. 

Maintenance fees will be in the 
amount of $5000 for the initial term 
arJq $RQQ_0 p~r year until .car_,G.._eL~d. 

·oisclosure of information between 
DSM Pharmaceuticals, Inc., Wyeth 

Pharmaceuticals, Progenies and Ono 
I relating to commercialized parenteral 

fofn)Ulation(?) of M_NTX 

I 

:Organic Consultant wiU continue to 
synthesize MNTX impurities and 

~egr_adc~mts for analytical and other 
uses. 

-

Type Disclosure: Mutual Purpose: I Lee Leichter 
. __Regulatory Affairs consultant foli 
MNTX M!J_JU-Dose Pen project Date 

of qisclosure(s): 1/4/201 0 I 



-- --
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Vendor Protocol ProjectDesc Consultant or 
Investigator Name 

P/L Biomedical Provide assistance and counsel on Lee Leichter 
device product development, 1 

Regulatory and Quality matters 
related to the development, approval 
,and marketing of a disposable, multi-

dose injection pen integrated with a 
pre-filled drug cartridge. 

Clinical Pharmacology Consultant: Parallax Clinical Research, LLC Emelia Klonowski, 
She will be working on the clinical MPH 
pharmacology part of the chronic 

pain sNDA, and particularly in 
anticipation otthe tight timeline for 

stugy MNTX 1109. 

PAREXEL International, LLC 
PAREXEL International, LLC -

PAREXE[ International, LLC 
PAREXEL lnteq1ajional 1 LLC Ad hoc consulting services in the 

area of Emerging Markets to support 
RELISTOR. Total agreement 

amount based on rate of Principal 
'consultant ($43Q/hr~) UJ2 to 25 hours. 

Pharmaceutical Law Group PC Afivise and represent Progenies with 
respect to advice regarding 

regulatory and market protection 
strategies regarding MNTX. 

Pharmalytica Services, LLC 
Pharsight Corporation Termination of Exhibit A 
PRACS Institute, Ltd. 

Quality By Design-KF, LLC Auditing MNTX .Kathleen M. Fenili 

Quest Pharmaceutical Services, 
L.L.C.-

Type Disclosure: Mutual Purpose: Elizabeth R.Regµlatory Risk Management, LLC 
I 

Vendor will be providing Nelson 
I 

c;;ompliance/GCP audit services for 
.MNTX clinical trials sponsored by 
Progenies. Date of disclosure(s): 

4/19/2010 

MNTX 
SAS Institute Inc. 

' Ricerca Biosciences, LLC 1 

Supplement 
SAS Institute Inc. : Master License Agreement 
SAS Institute Inc. 
SAS Institute Inc. Sup,JJlement 
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-
Vendor Protocol 

-

Projectoesc Consultant or 
Investigator Name 

Scilucent, LLC We have identified impurities in the 
Oral MNTX drug product that are 

~tegorized as potential genotoxic 
(~ 9- RRT0.60, RRT0.89r 

8eitg7MNI._X). Tim had provided 
expert opinions that helped led us to 
a successful qualification of impurity 

RRT0.60. He will 

Timothy J. 
McGovern, PhD 

SDI Health LLC 
Selcia Limited I MNTX 

1Selcia Limited 
Selcia limited , I Raqiosynthesis of MNJ X 

Serajuddin, PhD Abu Abu Seraj uddiri 
§_mith Hanley Consulting Group, LLC 9linical Data SP.eciali§.t for Hieu LYi Bezawit 

·oessalegn 

SolviasAG MNTX 
Springgate, MD, PhD Clark Termination of Consulting Agreement 

SRI International 
SSCI, Inc. 

- -

Wyeth/SSCI/PGNX-MNTX 
SSCI, Inc. 

St. Paul's Senior Homes & Services 302 MNTX & MNTX 302 
Tandem Labs 

TCP RELIABLE, INC. Requalify P.ack-out_modifications. I Maurice Barakat, 
CEO 

Tigermed Consulting Co., Ltd. Regulatory consultant for clinical trial 
applications and market 
authorisations in China. 

I 

Tigermed Consulting Co., Ltd. Type Disclosure: One-way Purpose: 
Regulg1tory consultant for clinical trial 

applications and market 
a!Jthorisations in China. Date of 

1 

disclosure(s)~ 4/13/201 Q 

Tqrii Pharmaceutical Co., Ltd. WY.elh/Torii/PGNX.- MNTX, MOA-
728 

UCBS.A. Jnvestigational drugs. 
University of Chicago ' Option Agreement 
University of Chicago MNTX invention disclosures IChun-Su Yuan ; 

I

MD 

,UPM Pharmaceuticals, Inc. Type Disclosure: Mutual Purpose: 
To discuss oral formulation 

development for MNTX. Date of 
disclosure~): 10/6/2009 

UR Labs, Inc 
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I 

- -

Vendor Protocol 

- - -

- ~--
ProjectDesc 

- -

Consultant or 
Investigator Name 

Wilmington PharmaTech Company 
LLC 

Wyeth Active Pharmacuetical Ingredient 
Quality Agreem§ nt fpr R-MNTX 

Wyeth .Contract Testing Quality Agreement 
Wyeth Pharmacovigilence Agreement 
Wyeth Pharmacovigilence Agreement I 

Wyeth Agreement defining license rights 
between the parties - U of Chicago, 
Progenies!_ Progenies Nevada, and 

Wyetti 

Wyeth 1st Amendment to Quality 
Agreement 

Wyeth 2nd Amendment to Quality 
Agree men! 

Wyeth Contract Manufacturing Quality 
Agreemeri_t 

I 

ZS Associates, Inc. MNTX CDA 



CONFIDENTIAL TREATMENT 

Schedule 9.2(b )(i) 

WYETH COLLABORATION PATENT RIGHTS 

See the properties on Schedule 9.2(a)(i) where Wyeth is listed as sole owner. 



CONFIDENTIAL TREATMENT 

Schedule 9.2(b )(ii) 

WYETH COLLABORATION JOINT PATENT RIGHTS 

See the properties on Schedule 9 .2( a)(i) where Wyeth is listed as joint owner with Progenies. 



CONFIDENTIAL TREATlvlENT 

Schedule 9.2(c)(i) 

EXCEPTIONS TO OWNERSHIP OF PATENT RIGHTS 

A claim has been made by a third party that it might be an owner or co-owner of the patents and 
patent applications designated P0453.70119 series and P0453.70120 series on Schedule 9.2(a)(i) 
and that Progenies used the third party's confidential infom1ation in developing the patents and 
patent ap~lications designated P0453~70119 series and P0453.70120 series on Schedule 9.2(a)Q.). 



CONFIDENTIAL TREATMENT 

Schedule 9.2(c)(ii) 

EXCEPTIONS TO OWNERSHIP OF INTEREST IN JOINT PATENT RIGHTS 

Progenies makes no representation as to its ownership interests in U.S. patent 5,811,451 and 
related ex-U.S. patents and applications designated P0453.70128 series on schedule 9.2(a) (i). 

For Patent Rights jointly owned with Wyeth, Progenies ownership interests and rights are subject 
to Wyeth's rights under the Wyeth Agreement and the Wyeth Termination Agreement. 

For Patent Rights jointly owned with the University of Chicago/Arch Development Group, the 
University of Chicago alleged that certain ofthose Patent Rights were solely owned by the 
University of Chicago/Arch Development Corp due to Dr. Drell being inconectly named as an 
inventor on such Patent Rights. Progenies has investigated these allegations and believes that 
Dr. Drell was correctly named an inventor on such Patent Rights. Progenies ownership interests 
and rights are subject to the University ofChicago's rights under the University Agreement. 



CONFIDENTIAL TREATMENT 

Schedule 9.2(d) 

EXCEPTIONS AS TO INVENTORS 

Two University of Chicago employees have claimed that they are co-inventors of the patents and 
patent applications designated P0453.70004, P0453.70005, P0453.70006, P0453.70110 and 
P0453L70113 series on schedule 9.2(a)(i). Progenies has investigated these allegations and 
believes that inventorship is correctly named. The circumstances related to one of these instances 
(Dr. Osiu~ki) bas been disclosed to the USPTO. The other of these instances (Dr. O'Conner) has 
not yet been disclosed to the USPTO. 

The inventorship has not yet been determined for the patent application designated P0895.70013 
series on schedule 9.2(a)(i)J 

A claim has been made by a third party that it might be an inventor/co-inventor of the patents 
and patent applic~!i.9ns designated P0453.70119 series and P0453.70120 series on Schedule 
9.2(a)(i)~ 



CONFIDENTIAL TREATMENT 

Schedule 9.2(e) 

EXCEPTIONS AS TO PRIOR ART 



CONFIDENTIAL TREATMENT 

Schedule 9.2(f) 

EXCEPTIONS AS TO INTEREST IN PROGENICS KNOW-HOW 

A claim has been made by a third party that it might co-own the patents and patent applications 
designated P0453.70119 series and P0453.70120 series on Schedule 9.2(a)(i) and that Progenies 
used the third _party's information in developing the patents and patent applications designated 
P0453.70119 series and P0453.70120 series on Schedule 9.2(a)(i). 

Progenies ownership interests and rights are subject to the University of Chicago's rights under 
the lJniversity Agreement 
Progenies ownership interests in Know-Row jointly owned with Wyeth are subject to Wyeth>s 
rights under the Wyeth Agreement and Wyeth Termination Agreement. 
Progenies ownership interests in Know-How jointly owned with Ono are subject to Ono's rights 
under the Ono _t\greem~nt. 
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Schedule 9 ..2(i) 

EXCEPTIONS AS TO FREEDOM TO OPERATE 

Progenies has Third Party Agreements., which Third Parties have or may have inteliectual 
property lights relating to the Products currently sold or in active development in the Major 
Market Countries. Development and Commercialization ofthe Products currently sold or in 
active development in the Major Market Countries, absent the Progenies Third Party 
Agreements, may require a license from one or more of such Third Parties. 

~ovidien may have intellectual property prote9tion for its method ofmanufacturing 
methylnaltre1rone. Progenies also has the right to obtain R-Methylnaltrexone from Cilag AG1 

which has intellectual property covering its process for synthesizing R-Methylnaltrexone. 
Progenies has the right to obtain a commercially available tungsten-free syringe from Vetter 
Phanna-Fertigung GmbH & Co. KG, which syringe may be the subject of intellectual propert)' 
owned by Becton-Dickenson. Progenies has the right to obtain its multi-dose pen from 
Haselmeier GmbI-f, which has intellectual covering the multi-dose pen. Progenies has the right to 
obtain its Clickfine Autoprotect injection pen needle for the multi-dose pen from Y:Qsomed AG~ 
which has intellectual~ro~erty covering its needle. 

'A claim has been made by a third party that it might co-own the patents and patent applications 
designated P0453.70119 series and P0453.70120 se1ies on Schedule 9.2(a)(i) and that Progenies 
used the third party's information in developing the _patents and patent applications designated 
P0453.70119 series and P0453.70120 series on Schedule 9.2(a)Q). 

Progenies makes no representation as to its ownersbip interests in U.S. patent 5,811,451 and 
related ex-U.S. patents and application~ designated P0453.70128 series on Schedule 9.2(a) (i). 
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Schedule 9.2(j)(i) 

EXCEPTIONS AS TO VALIDITY AND ENFORCEABILITY OF PROGENICS PATENT 
RIGHTS 

Respecting validity and enforceability, this representation is limited to those Patent Rights 
identified in Schedule 9.2(al(i) under series designationP0453.70115, P0895.70007 and 
P0895.70013. 



CONFIDENTIAL TREATMENT 

Schedule 9.2(j)(ii) 

EXCEPTIONS AS TO MISAPPROPRIATION 

A claim has been made by a third party that itmight co-own the patents and patent applications 
~esignated P0453.701 l 9 series and P0453.70120 series on Schedule 9.2(a)(i) and that Progenies 
used the third party's information in developing the patents and patent applications designafed 
P0453.70119 series and P0453. 70120 series on Schedule 9.2(a)(i). 

Two University of Chicago employees have claimed that they are co-inventors of the patents and 
patent applications designated P0453.70004, P0453.70005, P0453.70006, P0453.70110 and 
P0453.70113 series on schedule 9 .2( a)(i). Progenies has investigated these allegations and 
believes that inventorship is correctly named. The circumstances related to one of these 
instances (Dr. Osinski) has been disclosed to the USPTO. The other ofthese instances (Dr. 
O,Conner) has not yet been disclosed to the USPTO. 
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Schedule 9.20)(iii) 

EXCEPTIONS AS TO CLAIMS OF INVALIDITY OR UNENFORCEABILITY OF 
LICENSED PATENT RIGHTS 

A claim has been made by a third party that it might co-own the patents and patent applications 
designated P0453.70119 series and P0453.70120 series on ScheduJe 9.2(a)(i) and that Progenies 
used the 1hird party's information in developing the patents and patent applications designated 
[P0453.70119 series and ~0453.70120 series on Schedule 9.2(a)(i)~ 
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Schedule 9.2(m) 

RELISTOR MARKS 

Registrations and A plications: 

TMID Trademark 
Expiration

Country Status Appl. No Appl. Date Reg No. Reg Date Owner 
Date 

344328t=='RELISTOR Albani'! I Registered I AL-T-06-00388 03-Aug-06 11032_ 20-Feb-07 Wyetti 03-Aug-16 
1

344237 RELISTOR,-1------Algeria_L_Registered~~----062175 i-06-Aug-06 ____069760-~06-Aug-06 I-Wveth I - 06-Aug-16 

344238 RELISTOR Angola_!_ Registered_ 15458 !)4-Aug-06 15458 =14-Aug-06l=Wyeth l 14-Aug-16 

344198 \ RELISTOR Argentina Registered 2.692.126L28-Jul-06 2.236.36~ 27-Jun-08 1 Wy~~~ j 27-Jun-18 

-344239 I_ _ _RELISTOR,_____ Armenia-==~~Registered--=-~~~~~~~-20060933L 31-Jul-06_1 11732 ---11-May-07 I-Wyeth ~ 31-Jul-16 
1 

34424~ELISTOR______Aruba___Registered_1------~26127 I 03-Aug-06 _ 26127~=14-Nov-06·1=Wyeth� -Aug-16 

344241 J RELISTOR Australia Registered 112699j 28-Jul-06 1 1126995 28-Jul-06 \ Wy~~~L 8-Jul-16 

1 

3442_4_2____R_E_L_is_r _o _R_, ______'A_u_s_tr-ia_,__R_e_g_is-te_r_ed-.- ~--A-M_ s_3_3_9_/2_o_o_G~ o-1-_A_u_g-_0_6-1----2-3_s_1_1_~I 23-0ct-06 1 Wy~~~ I 31-0ct-16 

344243 RELISTOR Azerbaijan Regist_ered 20061032 \ 31-Jul-06 2oo7 101& \ 29-0ct-07 1 Wyeth 8 31-Jul-16 

344244 RELISTOR Bahamas __ Filed....,_U_____31981-1-~s-Aug-08 I I Wyeth 5-Aug-22 
)44245-,---REUSTOR ~----Bahrain Registered I 49435'. - P6-Aug-06_1 ____49435--09-Feb-09._I_ Wyeth 6-Aug-16-

344236-+----RELISTOR Banglades~ Filed 100160 31-Jul-06 ~ --~Wyeth 31-Jul-13 

344208 RELISTOR Barbados Registered 81/022029 31-Jul-06 1 81/22029 26-Sep-08 1 Wyeth I 26-Sep-18 

344209___RELISTO~ .------Belan!_S __:Registered,__ ___2_006 2372 __ 28-Jul-06 1 30118 1_ 17-Jun-091 Wyeth L28-Jul-16 

344210 RELISTOR I Belize _ Registered 4021.06_~08-Aug-0ij 4021.0~ 06-Nov-06 ~ Wyeth I 08-Aug-16 

344211 RELISTOR I Benelu~ _ Registered 1116282__ 27-Jul-06 080783~r 07-N(?v-oq J '1!1Y~~I 27-Jul-16 

_344214 RELISTOR _ Bermuda __Regist_e_re_d......________45894 ~02-Aug-06...._____45894t 02-Aug-06 ,- Wyetaj 02-Aug-13 
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T~ID l 
-

I 
Expiration

Trademark I Country I Status Appl. No 1 Appl. Date 1 Reg No. Reg Date 'I Owner 
I ll DateI 

I 
I I~- -

344215 RELISTOR Bolivia _ Registered SM..2984 __11:Aug~o~ 111258-C 19-Oct-07 _ Wyeth_.__ 19-Oct-17. .... -- - --

344216 RE~~TOR Bosr}ia-HerzegovJna Registered BAZ0610226A 01-Aug-06 BAZ0610226 26-May-10 Wyeth I 01-Aug-16 

3442!~ RELISTOR Botswana Registered BW/M/06/00499 07-Aug-06 BW/M/06/00499 07-Aug-Q6 Wyet_h I 07-Aug-16 

344221 RELISTOR Brazi:~--registered 82859213~-Jul-09 828592136 26-May-09 
Wyeth 1 

26-May-19
LL<:; 

RELISTOR 
--

- --Wyeth I344222 Brunei._ __Registered 38,0S0L 03-Aug-06 38,050 03-Aug-06 31-Jul-16 
f---

28-Jul-06 1-

-
.. - ~ Wyeth I 28-Jul-16344223 RELISTOR Bulgaria Registered 88736 28-Jul-06 64947 

LLC 

?44221 RELISTO~ Canada Registered I 1,310,841 27-Jul-OGL 7l!ll29 I 29-JL!_l-os l_wy~~~L 29-Jul-23 

344225 RELISTOR Chile Registered 738.3251 31-Jul-06 I 775.622 I 26-Dec-06 Wyeth I 26-Dec-16 
~ 

344217 RELISTOR China P.R~ I Registered 5512302 31-Jul-061-- 5512302 1 14-Oct-09 
Wyeth 

13-Oct-19
LLC 

----
344218 1 

-
Colombia I 

Wyeth 
23-Feb-17RELISTOR Registered 06074463 01-Au_g-06 330126 23-Feb-07 

LLC 
-

344220 1 09-Feb-09 1 Wyeth I_ 
- -
RELISTOR Costa Rica Registeretj 2006-6913 04-Aug:06 186.379 09-Feb-19 

-
- z20061404 1 18-Jun-07 1 Wyeth344207 !3ELISTO~ Croatia Registered Z 20061404 91-Jul-06 02-Aug-16 

-- ~ 23-0ct~7 1 
Wyeth34419~ RELliTOR Cuba Registereq 2006-0416 03-Aug-06 03-Aug-16 

- - -

344200 RELISTOR Cyprus Filed 72746 02-Aug-06 
Wyeth 

02-Aug-13
LLC 

-- -

344201 1 RELISTO~ Czech Republic] Registered 439522 28-Jul-06 1 287204 18-Jan-07 Wyeth I 28-Jul-16 
LLC 

Democratk Republic 
--

13-Jan-09 1 

- - -
34421Q RELISTOR "egistered NP/1.147 /RDC/2006 31-Aug-06 11904/2006 Wyeth 31-Aug-16

ofConga 

344202 RELISTOR Denmark Registered 2006 03096 28-Jul-06 VR200700379, I 12-Feb-07 Wyl 12-Feb-17ue 
~ 

- -
31-0ct-06 Wyeth 31-Oct-16344203 RELISTOR Dominican Republic Registered 2006-52764 02-Aug-06 157192 
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1 Expiration
TMID Reg No. Reg DateStatus 1 ,Appl. No 1iAppl. Date Trademark I Country Owner I Date 

iI I .. I 

_34420(___RELISTOR I:-----~Ecuado_r___Registered4------~- 7~3_642 ,__?1_-J_u_l-0_6---1--___~-33-5~2_-07l ___!?-Jun-071 Wyeth~_'.l.S-Jun-17 

344205, RELISTOR Egypt Registered 190511 Ol-Aug-06 19051~ 13-Dec-07 Wy~~~ j 31-Jul-16 
f----1-------1----------+-------+---------t------+-------)-------'---

344296 I RELISTOR El Salvador Registered 2006008121~ 28-Jul-06 38 BOOK 81 28-Feb-07 Wyeth 28-Feb-17 

Wyeth
3442_99 REUST-OR Estonia Regis_tered M200600995 31-Jul-O~ 44332 20-Sep-07 20-Sep-17

LLC 
1-- - -1-------- -

3442271 ,__ R R Ethiopia Registered 24-Nov-~-"--+-____ 29-Nov-06__. ELISTO_ _-t-______._220~ 06 5377 __Wyett1_ _ 24-Nov-12 

Wyeth
3442:iij RELISTOR Finland Registered T200602193 28-Ju~ 240081 31-Aug-07 31-Aug-17

LL(;
1---t--------+----------+-------1---------1-----;-------r------i--- -'-t------, 

- Wyeth
344229 RELISTO~ France Registered 06 3 443 402 28-Jul-06 06 3 443 402 28-Jul-06 31-Jul-16

LLC -- ---------1--------------------------t---- -------j------1------i------; 

344230 RELISTOR Gambia Filed 201/8/2006 04-Aug-06 Wyeth 04-Aug-20 

)44231_____\___RELISTOR Gaza Strip·I--Registered-+---~---10969,_02-Aug-06 . ____1_0969 29-Jan-09!...____ Wyeth___31-Jul-13 

344232 

344233 
-
344234 

344330 

344235 

344226 1 

-344256 I 
REUSTOR 

RELISTOR 

Guatemala Registered 6182-2006 1 02-Aug-06 1 146877 1 ~ 5-Feb-07 1-

Guyana ,.----Registered-;------21653A I 22-Sep-06 ·----021653 ,- 25-May-10+-Wyeth� -

04-Feb-17 

22-Sep-13-

r-3_4_42_5_7+·-___R_E_u_sr_o_R_' 1.=-=========-H_a_it_i~---R-eg_i_st_e_re_d_,_______10_1_-B--1 02-Aug-06 130Reg-154 - 25-Jan-0'7 I Wyeth I 25-Jan-1~ 

344258 RELISTO R Honduras Filed 27.446-2006 Otl.-Aug-06 I Wyeth 
1---j-------r--------t------+------ --t------1--------1------l-- ----------, 

:--,- th 
134425~ 28-Jul-16RELISTOR Hong Kong Registered 300690534 29-Jul-O~ I 300690534 29-J_ul.!°06 I Wye

.__________________,__________,______...__________.____--1--_____~-----'----LLC.....______ 

RELISTOR Georgi~ I Registered 039333/03 31-Jul-06 17813 18-Sep-07 Wyeth 18-Sep-17 

-- - , - - --, Wyeth
RELISTOR German~ Registered 306 46 684.8/05 27-J~-Oq 306 46 684 11-Dec-06 31-Jul-16

LLC 

RELISTOR Ghana Registered4--____002853 ,___Q~-Aug-06 .____38909_ =17-Jun-10 ~ _ Wyeth j=02-Aug-16° 

- ~-R--E-LISTOR 1-----G-re-a~t Britain-1--R~gi~tered 24287641 28-Jul-06 2428764 28-Jul-06 1 Wy~~~~8-Jul-16 

Wyeth
RELISTOR Greece Registered 15178Q 04-Aug-06 151780 18-Jun-08 LLC 04-Aug-16I I 

Wyeth I 
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Expiration
TMID Trademark Country Appl. NoStatus Appl. Date Reg No. Reg Date Owner 

Date 

wyetH
RELISTOR34426Q Hungary 28-Jul-16M06 02626 28-Jul-0~ 191 760 19-Nov-07 

LLC 

1-3_4_42_6_1-;-I___R_EL_!s_r_o_R--.-------1c-e_1a_nd_L___R_eg_is_t_er_e_d+-----2-3_4_6J_2_0_0~__- ._:z_s_-J_u_1-0_6_.J. '---~-6-3/_2_00_6 I 05-0ct-06 

344255 ;I-___REL1sroR~ 1ndia ____ _ _ tered ______ _ _ _ _ 03-Aug-0-1 1475693 1 03-Aug-06 _ _ _ _ _ _i---------_ _ _ Regis_ _ _ _, 14isG93+-- _ _ _ _ 6 
1 

344246 RELISTOR Indonesia Registered DOO 2006 02523~ 04-Aug-06 IDM000156950 I 04-Feb-09 1 

,--~i---R-El- lS_T_O_R-+--------+-------+---------'.'-----if--------1 
344247 Ireland Registered 2006/01782 03-Aug-06 234708 03-Aug-06 

.- 1i I ---1-9-23- 7-~6· 1 - I344248 RELISTOR lsrae Registereq 192376 ?1-Jul-06 

344249 RELISTOR ltalyj Registered I Fl2006C000994 04-Aug-0~ 

}44250___RELISTOR-______~amaica =Registered t---- _ ~9036L 28-Jul-06 

344252 RELISTOR Jordan Registered I 88045 j 06-Aug-06 I 
_344253 RELISTOR-·t-----Kazakhstan I_ Registered-~3572~[ 31-Jul-06 l 
344254 . ___RELISTOR Kenya !__Registered 

344269 RELISTOJ! Korea South I Registered 

-344332 RELISTOR_____Kosovo I____Filedrl 

)44270_·---RELISTOR Kuwait__! Filec{ 

344271! RELISTOR Kyrgyzstan I Registered 

_344272 __ __RELISTOR_ _ Latviaj__Registered 

__59652J 17-Aug-06 

39436/2001j Ol-Aug-06 

344273 _~_RELISTOR Lebanon I Registered ; _____107988 09-Sep-06 

-344274_,___RELISTOR:=====~~~~-Libya~-- File~,-_____10597~35-Mar-07 

344275 RELISTOR Lithuania Registered 2006 1448 28-Jul-06 

344196 RELIS'l'OR Macao Registered - N[4479!\ 31-Aug-09 

l_14276~=-~~--_-_RELISTOR_._____~ Macedoni~ Bliril;'ered . i 2006/775-27-Jul-06 

8778 -20-May-09+------::----~Wyeth 20-May-19 
78753~~29-Jul-06 

20060454.3 28-Aug-06 1 

__ M-06-1122 ~ 31-Jul-06 1 

31-Jul-06 

118646! I 09-Apr-09~ 

49036 I - 28-Jul-06 

88045 1 06-Aug-06 
250551 14-May-08 
59652 09-Mar-�7-= 

704261 1 28-Mar-07 

Wy~~t 

Wy~~~ 
th

Wye lLLC 
- Wyeth

LLC 

Wyeth -I -
LLC I 

Wy~~~ I 
Wyeth! 

05-0ct-16 

03-Aug-16 

03-Aug-16 

02-Aug-16 

I
30-Ju -16 

04-Aug-16 

28-Jul-16 

WyethJ _ 06-Aug-16 
Wyeth 31-Jul-16 
Wyeth f 17-Aug-16 

Wy~~~ I 28-Mar-17 

1 
Wyeth - 29-Jul-16 

8317 28-Sep-07 Wyeth j 28-Aug-16 

M 58463 20-Dec-07 Wy~~~ I 31-Jul-16 

107988 - 09-Sep-06 - Wy.ethj 09-Sep-21 

-- ·- Wyeth 25-Mar-17 

th
56152 08-May-08 1 Wye I 28-Jul-1§ 

LLC 
,--------i -- Wyeth , 

N/44798 08-Jan-10 I LLCL 08-Jan-li!I 

13878-.=z7-Feb-08 L Wyeth 31-Jul-1( 

1 
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-

I TMID Trademark Country 
I 

11 

Appl. No Appl. Date Reg No. I Reg Date Owner 
Expiration 

I II 
Status Date 

I I --- - - - - - -~ 

344265 
1 

RELISTO~ Malawi Registered MW/TM/2006/00474 28-Jul-06 
MW/TM/2006/0 

28-Jul-06 Wyeth 28-Jul-13 
047~ 

344267 RELISTOR Mala~ Registered 06013776 04-Aug-0~ 06013776 04-Aug-0§ 
Wyeth 

04-Aug-16, 
LLC - --

~44277 RELISTOfl Malta Registereq 45370 31-Jul-0q 45370 31-Jul-06 
Wyeth 

31-Jul-16
LLC 

-
344262 RELISTOR Mauritius Registered MU/MLQ§/04825 01-Aug-06 03867/2007 0l-Aug-06 Wyeth 01-Aug-16 

344268 RELISTOR MexicoJ_~Reglstered 797271 31-Jul-06 981378 I Wyeth 31-Jul-1623-Apr-07 LLC 
,- " - -- --344264 RELISTORp ;oldova Registered_ 019802 28-Jul-06 15694 1_28-Nov-07 Wyeth 28-Jul-16-~ - --
344333 1 RELISTOR Montenegro Docket 

,-
I - Wyeth 

_344329 I RELISTOR MoroccoI-=-Registered 
I -

c--Wyeth--08-Aug-16]105 637 _08-Aijg-06, 105 637 _ 08-Aug-0~- - -----
~ -

5310/2006 531_Q{2006 Wyeth~44263 RELISTOR Myanm~r Registereq 14-Aug-06 16-Aug-0q 

344285 RELISTO~ Namibia Filed 2006/1329 03-Aug-06 Wyeth I 03-Aug-16 

344278 RELISTOR Netherlands Antilles Registere_d No Number 28-Jul-06 12277 28-Jul-06 Wyeth I 28-Jul-16 

344279 RELISTOR New Zealand Registered 752~ 28-Jul-06 752220 28-Jul-06 
Wyeth 

28-Jul-16 
LLC ---

Registered, IT 

34428Q ~ELISTO~ Nicaragua 2006-02~ 31-Jul-06 0703082 LM 20-Nov-07 Wyeth 19-Nov-17 

344281 RELISTOR Nigeria Filed I TP164206/06 14-Aug-06 1 Wyeth 14-Aug-13 

'""l .---~, 
Registered I -

08-Dec-06 1 Y,.,yeth I344282 RELISTOR Norway 200607954 28-Jul-06 236798 08-Dec-16
LLC 

- -, 

0.A.P.1,1344283 RELISTOR Registered 3200601385 01-Aug-06 54437 15-Nov-06 Wyeth 01-Aug-16 

344284 RELJSTOR. Pakistan I Filed I 225537 j 29-Jul-oG 
Wyeth1 

29-Jul-16
LLC 

153077 j 28-Jul-06 
·- ~ -

344286 RELISTOR Panama I Registered 153077 28-Jul-06 Wyeth_---28-Jul-16_ 
'--
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- - - -- -, - - - -

TMID i! Trademark Country Status I Appl. No 
1 

, Appl. Date ·\ Reg No. Reg Date Owner 
Expiration 

I DateI 

- ~ - -- - - - - -

_04-Aug-06 1 298901 1_30-May-07 _ Wyeth344287 RELISTOR Paraguay Registered 22549-2006 30-May-17 
- - - -
344288 RELISrDR Peru __Registered 286607. _ 03-Aug-06_ 120546 13-Oct-06 Wyeth I 13-Oct-16 

f-- • .... --
0l-Jan-10 I3441~~ RELISTOR PhiliQP-ine~ Regjster-ed 4-2009-007558 29-Jul-09 4-2009-007558 Wyeth I 0l-Jan-20 

LLC 

- -
Regi~tered J 2-313730 

-
20-Oct-os I Wyeth I344290 RELISTOR Poland 28-Jul-06 R-202310 

LLC 
28-Jul-16 

--
Registere~ I 24-Aug-06j Wy~~~ I~ 6-Mar-18344291 RELISTOf! Portugal 405610 405610 06-Mar-08 1 

- --
344292 RELISTOR Qatar Registered 40659 _ 30-Jul-061 40659 29-Jan-08 j Wyeth I 30-Jul-16 

-- -
-

31-Jul-06 1 
Wyeth 

31-Jul-16344293 RELISTOR Romania Registered M 2006 08692 31-Jul-06 86315 
LLC 

24--Dec-oi I 
-

3443 
4 

10 
-

340165 
Wyeth 

28-Jul-16RELISTOR Russian Federation Registered 2006721196 28-Jul-06 
LLC 

344297 1 RELISTOR Saudi Arabia Registered 12760~ 0l-Mar-08 1116/77 20-Dec-09 Wyeth I 
LLC 

08-Nov-17 

344298 1 Serbia I - -
31-Jul-16RELISTOR Registered Z-2006-1692 31-Jul-06 54699 04-Apr-08 Wyeth 

I - ,-.. --
344299 1 RELISTOR ] Seychelles Island I_Registered 258/2006 -09-Aug-06 7665 L 08-Feb-07l_Wyeth _ -09-Aug-13 

344300 1 RELISTOR Sierra Leone Registere~ _ 1815'!_ 03-Aug-0~_ 18154 18-Feb-09 Wyeth I 03-Aug-20 

344301 1 RELISTOR ?ingapore Registered T0G/15378D 31-Jul-06 T06/15378D 31-Jul-06 1 
Wyeth 1 

31-Jul-16 
LLC I

I 

344316 RELISTOR Slovak Republic Registered l 1367-2006 31-Jul-06 1 217516 1 12-Apr--07 1 
Wyeth 

31-Jul-16 
LLC 1 

344295 RELISTOR Slovenia Registered Z-200671253 28-Jul-06 200671253 13-Mar-07 Wyeth I 27-Jul-16 
LLC 

---

-•1 116/17146 
Wyeth 

1344294 RELISTOR South Africa 28-Jul-06 2006/17146 25-Aug-08 28-Jul-16 
LLC 

Wyethl 
- --

Registered"2948{4j 28-Jul-06 
- -· 

28-Jul-16344317 RELISTOR Spain 2724948 26-Apr-07 
LLC 

344318 1 
- ...... 

rRELISTOR Sri Lanka_ Filed 134138 02t--Augi-Oq Wyeth 01-Aug-16 

) 44319 l RELISTOR Sudan --Registered p5908·=03-Aug-06 35908 03-Aug-06 Wyeth 03-Aug-16 



- -
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-

Expiration
Appl. Date , Reg No. Reg Date OwnerTMID Country Status Appl. NoTrademark I Date 

- 11I 

344320 RELISTOR ~urjname Registered 20458 

- --

20458___31-Aug-06~_yvveth_l_ 31-Aug-16 
~44_3_21_ _____R_E_1_1S-TO_R__,----- s:eden I Register~~ 

3!-~g-06 

·1 Wyet~ 

-------: -580-~:- :-:-,-1_2:_::~:::I Wy~;L1:~:~::::01-Aug-062006/05768 

56716/2006 28-Jul-06344322 j RELISTOR I Switzerland I Registere~ 
-

344312 ---RELISTOR-!'' ------ yria~i Registered 854356 05-Oct-06 ,____108373~_05-Aug-07_,__WyethJ 05-Oct-16~-
Wyeth'

095041822 15-Aug-06344314 fil.~ Ta!V:'al'! Registered 1254166 16-Mar-07 LLC 15-Mar-17 

344313 RELISTOR-------TaJ!ki5!an Registered 06007758
1 

31-Jul-06 TJ 7502 09-Jul-QS Wyeth_____3~1-Jul-16 

I 
-~· - - -+----==- ~ -------- -- -- - - Wyeth 

344315 RELISTOR Thailand Registered 635207 09-Aug~06 TM259772 25-Apr-07 LLC 08-Aug-16 

_344304_r-_-~ELIS1"0R---Trinidad & Tobago I Registered____ 37570·~-04-Aug-06======-37570 - 25-Jan-07--Wyeth----03-Aug-16 

1344305 ~__RELISTOR..,____~_Tunisia __Registered _____E_E_06213f 14-Aug-06 _ EE06213.~ - 26-Jan-08_=Wyeth =14-Aug-16 

1344306 1 RELISTOR Turkey Registered 2006/38814 10-Aug-06 2006/38814 10-Aug-06 Wy~~~ I 31-Aug-16 

344303 1 RELISTOf\ Turkmenistan Reg[stereii 2006.0358 28-Jul-06 9411 1 02-Aug-07 Wyeth I 02-Aug-17, 

344308 1 RELISTOR _ Ukraine _ Register.ed_l M2006 11224 28-Jul-06 85404 I 10-Dec-07 Wyeth I 28-Jul-~ 

344307 RELISTOR United Arab Emirates I Registered _ _ 83509- - 3O-Jul-06 82192'- 11-Jun-07-J~Wyeth ,--30-Jul-16 

344212 RELISTOR United States 

344309 __RELISTOR_I, _____Uruguay __b 
344311 RELISTOR UzbekistanJ__ 

}4430~ RELISTOR'j ____Venezuela I 

34432~ RELISTOR Vietn!ffi j__ 

344324 RELISTOR West Bank_l__ 
344325 1_-_-_-_-_RELISTOR....._____] Zambia 

1344326 [ RELISTOR........] _________,:Zanzibar 

Wyeth 
1 

Registered 78939607 28-Jul-06 3535582 18-Nov-08 LLC 18-Nov-18I I I 
Registered~_____372986 [ 02-Au~06-1 ____372986 l 24-Jun-09 _ Wyeth l- 24-Jun-19 

Registerec". MGU 2006 0794 03-Aug-06 MGU15134 14-May-07 Wyethj 03-Aug-16 1 

Registered I 
Registered.I 

17033/06 - 04-Aug-06.I___P292756 I 02-Apr-09-- Wyeth I 

4-2006-13103--10-Aug-06 1_____94504I 14-Jan-oa l- Wyeth -

02-Apr-24 

10-Aug-16 

Registered 13040 :-22-Jan-07-j___ 13040 I 02-Jan-os I Wyeth - 22-Jan-14 
Registered_~ ___596/2006 ,_ 08-Aug-06. I 596/,2006_[08-Aug-06J_wyeth _-_ 08-Aug-13 11 

Registered..,________362/2006 ,_10-Aug-06 j _ 362/06 l 05-Feb-07 I Wyettfl_10-Aug-20 
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Trademark Country Status Appl. No Appl. Date Reg No. Reg Date Owner 
Expiration 

Date 

RELISTOR Zimbabwe I Regl.?tered I io42y200G 02-Aug-06 1042/2006 02-Aug-06 1 Wyeth_! 02-Aug-16 

J 3443:r4I RELISTOR & L~go 
1 

Registered I 77324836 1 08-Nov-07 1 3592407 17-M8'-o9 i Wyeth 
17-Mar-19 

Design I LLC 

Exceptions: 

Progenies is cWTently considering opposing Johnson & Johnson~s ("J&J") currently pending U.S. federal trademark application for 
RESOLOR (Ser. No. 77/939,681) for use in connection with a pharmaceutical product intended for gastrointestinal indications, 
prin9ipt!!ly constipation. 

RESOLOR is already on the market in several European jurisdictions (RESOLOR has been approved by the EMEA and the 
Regulatory Authority for Switzerland for constipation indications) where the intellectual property rights are owned by Shire plc, the 
current majority owner of a company called Movetis NV, which was a J&J spin-off. Outside ofthe EBA and Switzerland, it appears 
J&J still owns the rights to the intellectual property, including trademark registrations, related to RESOLOR In certain such 
jurisdictions, both inside and outside the BEA, RESOLOR was registered prior to the registration ofRELTSTOR. 
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Schedule 9.2( o) 

ADVERSE INFORMATION 

Exceptions: 

Emails and attachments from Benedict Osorio of Progenies to James Carnicelli of Salix on 19 
Janu~ 2011 at 3:56:46pm and 27 January 2011 at 2:45:2lpm. 
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Schedule 9.2(p) 

STUDIES 

MN~ 102 Glinical Study Report 
Arld eiifilat1el,•.I?hase 1., SinJde, DosdStucly of th~hannacokinetics,Mass Balance and 

A% - l4
Disposftion oflntravenously Administered C-Methylnaltrexone in NonnaL Healthy Volunteers 

MNIDX1103 GlinicaLS"fudylR.eport
~©pe11:mb~lT.eliaseilfSilfdW'oilfne. :eharmaaokmetics and llioav.aiJabiJity onSingle, Ascending 
Subcutaneous Doses ofMetfiyhl'.'altrexone vs. an.Intravenous Dose in Normal, Re~afe 
Volunteers 

MNTX 1105 €linical Study Report 
Phase 1. Open-Label Study to Evaluate Sjngle Dose Pharmacokinetics. Safety. and Tolerability of 
Methylnaltrexone Cl\1NTX) in Subiects wah Tmpaired Renal Function 

MN:DXU06 €1inica1 Study Report 
AcRandomized, Double-Blind, Placebo/Positive ControlledEvaluation of the Effects of!VINTX 
on ECG'Paramefers and Cardjac Repoladzation in Nonnal Volunteers 

:MN'lt1a11mL(U1i':iicaLStudy Report 
BlfasefDCOpeMitfheLSfudy.1.-f"eJ.>osal?lfaffi1acokinetics;saretn,,and.Jial~liility6f 
Methylnaltrexone (MNTX) 1n Subjects with Impaired Hepatic Function 

MNTX U08 Clinical Study Report 
A Phase I, Randomized, Open-Label, Active- and Placebo-Controlled Parallel Group Study of.the 
Effect ?fSubcutaneous ancLintravenous Methylnaltrexone on CYP 2D6 Activity in Healthy

450 

Extensive Metabol izers ofDextromethon,han' 

lYilStDfflaOl..ClinicaLStudy Report 
fA\ttepITcat'S.L)es?gmlfilduBle-Blind, Randomized.. Placebo-G!ontrolled Tolerance and 
Pharmacokinetics Study ofN-Methylnaltrexone Tablets in Normal. Healthy Volunteers 
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l\1Nmaoi..Chnreal Study Report 
Pha~acornics and Bioro,ailability Comparisoa_of Immediate-Release and Enterfc-Coated 
:rvIN'TI(Tablets: A Double-Blind, Sjngle Dose Crossover Phase 1 Study in Normal Volunteers 

MN.IDX.203 GlinicaLStudy Report 
~mi~.d3IindfRandomized-.Ratalle1Group Study o:Bfutra~nous (IV} 1\fethylnaltrexone 
(MNT-X) in the Prevention ofPostoperative Ileus 

MNTX 206 CJinical Study Report 
A Phase 1Urodynamic· Study ofthe Opioid Antagonist Naloxone and [ntravenous 
Methylnaltrexone to R~verse Opioid Effects on Bladder function in Healthy Volunteers 

Ml'iTX 251-Clinical Study Repo,rt 
A Phase 2 Double-Blind, Randomized.Parallel-Group, Do_se-Ranging Study of Subcutaneous 
Methylnaltrexone in Patients with Opioid-Induced Bowel Dysfunction 

'.MNIJOC301/3-0.1.IDXu...CliiiicafStudy;Report 
~ffitmfflfflBlind Pl€ebo Conifo1'ed Study of'Methylnaltrexone (.MNIB.X) f"ovthaRelief of 
Symptomatic Constipation Due to Chronic Opioid Therapy in Patients with Advanced Medical IlJness 

~@lihicalStudyReport 
A 11oiiffl.fflriifflR'f!has-6'1.,..1:~iXrael&Flicebo ConttolletiSfud¥,.o~lnaltfeione {MN.TX) for.th~ 
Reliefof Constipation Due to Opioid Therapy in AdvancedMedical TJlness 

MNTX 302EXT Clinical Study Report 
A Tbree-Month Open-Label Treatment Extension ofProtocol MNTX 302 

l\1NTX901 
A Compassionate Use Study of MethyJnaltrexone in Patients with Opioid-Induced Side Effects 

MNTX 1109 
MNTXlild 
MNTIC-13 03 
MN1Xl304 
3200K1-3356-WW 
3200Kl-3358-WW 
tv1NTX2101 
l\1.N'iX.3301 
3200L2-300-WW 
3200L2-301-WW 
B200A3-100-US 
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3200A3-.101-US 
3200A3-102-US 
3200Kl-103-US 
3200L2-.104-US 
3200A3-105-US 
3200L2-1107-US 
3200L2-l 108-US 
3200A3--l l 09-US 
3200A3-l l 11-US 
3200A.3-ll 13-U8 
3200A3-1 l 15-US 
3200A3-200-WW 
3200A3-2201-US 
3200A3-2202-W..W 
ONO-3849-01 
ONO-3849-02 

3200Kl-4000-WW 
3200Kl-4001-WW 
3200Kl-3361-AP 
MNTX3201 
ONO-3849-03 
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Schedule 9.2(r)(i) 

REGULATORY APPROVALS 

Progenies is the sole and exclusive owner of Regulatory Approvals in the United States. Wyeth is, to Progenies' 
Knowledge, the sole and exclusive owner of Regulatory Approvals in Subject Countries other than the United ,_ 

Local Trade 
Cot1nfit N1ffl ~gffi'orm Strength Iiidiciff6n ~p~roya100lie 

Opioid-induced 
Can!1da Relistor Tojection 20 rng/fi!L constipation 28-Mar-08 

Opioid-induced 
United States Relistor injection 20 mg/ml: consti_Qa_!_ion rl4-Apr-08 

12-fun-08 
(Service product 

Opioid-induced approved; full 
Nenezuela R.elistor Injection 20 ll1g/ffi.½ cgnstil!ation NDA pending) 

'Opioid..induced 
Austria Relistor Injection 20mg/mL f on§tipatiop. 02-Jul-08 

Opioid-induced 
Be]~um Relisto.lj Injection 20 mg/mL consti~tio!l Ql:,Jul-08 

Opioid-induced 
Bulgaria Relistoi; Injection 20 mg/~ cons tipatio a 02-Jul-08 

Opiojd-induced 
Cypru~ Relistou Injection 20 mg/mL constiQatioq 02-Jul-08 

pgio~d-~duced 
Czech Republic Relistor Injection 20mg/mL constm_atrnn 02-Jul-08 

Opioid-induced 
Denmark Belistor Injection 20mg/mL constipation 02-Jul-08 

Opioid,-induced 
Estonia Relistor jfijection 20 mg/mL consti ation ~.-Jul-08 

Opioid-induced 
Fmland Relistor Injection 20mg/mL constie_atiorl 02-Jul-08 

pp10id-induced 
France Relistor Injection 20 mg/mL constipafioC! 02-Jul-08 

ppioi,d.-~du~ed 
Germany Relistor Injection 20 mg/~ constipation 02-Jul-08 

p~toi_&i~duced 
Greece Relistor Injection 20 mglml.l !=~onsti_pat10g 02-Jul-08 

f)woid-induceci 
Hungary !{.elisto11 Injection 20 mg/m½ ~[Stip~qoq 92-=-Jul-08 

OpioTd-induced 
Icelanq Metbylnaltrexone Jnjection 20mg/mL £Onstipatioq b2-Jul-08 

pp1oid-indu~ed 
Ireland Relistor Injection 20 mg/mL ~onstipation P2-Jul-08 

ppio~d,~duceq 
Jtaly ReTistor Injection 20 mg/mL ,constip~tmn 02-Jul-08 

http:Relisto.lj
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Local Trade 
Country Name Dosage.Korm Stcength Indication Approval Date 

Opioid-induced 
Latvia Rclistor lnjectio~ 20mg/mL constipation 02-Jul-08 

bpioid-induced 
Liechtenstein Relistor Injection :20mg/mL constipation 02-JuI-08 

Opioid-induced 
Lithuania Relistor. Injection 20 mg/mL constipation p2-Ju1.,o~ 

Opioid-induced 
Luxembourg Relistor Injection 20 mg/mL ~onstigation 02-Jul-08 

Opioid-induced 
!Yfalta ReUstor !!)jection 20mg/mL cgns tipatio q 02-Jul-08 

Opioid-induced 
tl'etherlands Rclistor lnjectio~ 20mg/mL constipat!OJ:! p2-1u1-os 

Opioid-induced 
Nonvax MethY.lnaltre_xone fpj~£!ion 20mg/mL constipation p2-Jul-08 

Opioid-induced 
Poland Relistor Injection 20_mg/mL constipatio~ 92-Jul-08 

Opioid-induced 
Portugal Relistor fnjection 20 mg/Illl:, constipation 02-Jul-08 

Opioid-induced 
Romania Jlelistor Inj~fti9n 20mg/mL constipation 92-fal-08 

Opioid-induceq 
Slovak R~public Relistor .lnjectiou 20 mg/mL CO!lSti~on p2-ru1-os 

Opioid-iud~ced 
Slovenia Relistor Injection 20mg/mL constipation 02-Jul-08 

Opioid-induced 
Spain Relistor lojecfi~n 20 mg/mL constipation 02-Jul-08 

Opioid-induced 
Sweden Relistor lnjection 20rng/mL constipation ,02-Jul-08 

62ioid-induced 
United Ki ogdom 'Relistou Injection 20 mg/mL constipation !)2-Jul-08 

bpfoid-inducecI 
Chile 'Relistor Injection 20 mg/m.L constipation I 0-Jul-08 

Opioid-induced 
Australia Relistor fnjection 20 IDg/mL constipation 13-Nov-08 

Opioid-induced 
Mexico Relistor fnjection 120 rng/mL cousti pation 28-Nov-08 

ppwid~mduced 
Arg~ntinij Jlelisto~ lnjection [o mg/mL £Q_nstipatiod 20-Jan-09 

Opioid-induced 
Colombia Relistor Injection 20mg/mL constipation 10-Feb-09 

Opioid-induced 
Switzerl~J!d ;Relistor lnjectio~ 20mg/mL canstipation 15-Apr-09 

http:Dosage.Ko
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Local Trade 
Countf1 Name Dosag(Jl'oJ;m Sttengt~ lii.dfoanon Appcoval Dafc 

Trinidad & Opioid-induced 
Tobago Relistor 4lje~tion 20 mg/mL ~onstipatiol! 29-Jun-09 

ppioi_d-~duced 
~roatia ~elistor Injection QO mg/.!DI-, ,constipahon 16-Sep-09 

Opioid-induced 
Serbia Relistor Injecti,;m 20 mg/mL constipation 11-Aug-09 

Opioid-induced 
Brazil Relistor Injection 20mg/mL cqnstipation 27-Jul-09 

Opioid-induced 
Curacao Re!isto~ Injection 7omg(mL constipation 30-Sep-09 

Opioid-induc~d 
Honduras Relistor lnjection !20 J1!g(mL constipation 08-Mar-10 

Opioid-induced 
Guatemala Relistor Injection 20mg{mL constipation 25-May-09 

Opioid-induced 
!Jong Kong R.elistor Injection 20mg/mL constipation ~5-Jul-09 

Opioid-induced
l . r

Malaysia Relistor In)ection 20mg/mL const1pat1on 0l-Oct-09 

Opioid-induced 
PhiliJ?pines Relistor Injection QO mg/mI.1 constipatio~ 12-Nov-09 

Opioid-induced 
Singapore Relistor Injectio:q 20 mglmL constipation 07-Apr-10 

Opioid-induced 
Thailand Relistor Injection 20mg/mL constipatioI! 17-Aug-09 

Costa Rica ~8-Jun-10 

Nic~aguq 30-Jul-10 

Panama I l-Aug-10 

Turkey Pending 

Ecuadofr Pending 

Aruba ~ending 

farnaica Pending 

gl Salvador ;Pending 

lndia Pending 
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~ounfry 
Local Trade 
Nam~ Dosage.-Form Strength Indication .ApprovaLDafe 

Russia Pending 

South Africa Pepding 

Bahrain Pending 

Kuwait Pending 

Saudi Arabia Pending 

Syri<! pending 

Abbreviatjons: NIA= data not availab!e; REG = Registereq.; R&M = J:legjstered ang !Ilarket~d; R&NM = registered 
6M!@§@@ 

Exceptions: 

Progenies is aware of an FDA Warning Lettel' (WL:320-11-002) dated 29 October 2010 issued to 
CP Pharmaceuticals Limited, a wholly owned subsidiary of Wockhardt UK Holding Limited and 
a Progenies vendor fot the RELISTOR multi-dose pen, conveying FDA Form 483 observation~ 
relating to non-cGMP compliant conditions at CP's facility and other matters. 

Cfhe Triad Recall. 

Progenies is aware ofthe matters relating to DSM which were the subject ofits 28 October 2010 
presentation to Salix and referenced on slide 8 of the related PowerPoint presentation. 
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Schedule 9.2(s) 

PROMOTIONAL MATERIALS 

U.S.: 

The Promotional Materials enumerated on the Q8 January 2011 DDMAC Submission Report. 

Ex-U.S.: 

The Promotional Materials enumerated in the ~'ex-U.S. Promotional Materials" digital folder 
proviged by Progeajcs to Salix on 31 January 2011 for the _following countries: 

Argentina 
Australia 
Austria 
Belgium 
Brazil 
Canada 
Chile 
Colombia 
Cyprus and Greece 
Czech Republic 
ECE-Baltics 
Finland 
France 
GermanY, 
Greece 
Hong Kong 
Hungary 
Ireland 
ftalYi 
Malta'. 
Mexico 
Netherlands 
Norway 
Poland 
Portugal 
Slovakia 
Spa~ 
Sweden 
Turkey 
United Kingdom 
Venezuela 
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