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UNITED STATES OF AMERICA  
BEFORE THE FEDERAL TRADE COMMISSION 

 
 
COMMISSIONERS:  Edith Ramirez, Chairwoman      

Julie Brill  
Maureen K. Ohlhausen 
Terrell McSweeny 
 

________________________________________________ 
            ) 
In the Matter of           ) 
          ) 
ENDO INTERNATIONAL PLC,     )  Docket C- 
 a corporation.     ) 
________________________________________________)    

 
DECISION AND ORDER 

 
The Federal Trade Commission (“Commission”), having initiated an investigation of the 

proposed acquisition by Endo International plc (“Endo” or “Respondent”) of the voting securities 
of Pa
that the signing of said Consent Agreement is for settlement purposes only and does not 
constitute an admission by Respondent that the
consideration of public comments, now in further conformity with the procedure described in 
Commission Rule 2.34, 16 C.F.R. § 2.34, the Commission hereby makes the following 
jurisdictional findings and issues the following Decision and Order (“Order”): 
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1. Respondent Endo is a corporation organized, existing and doing business under 
and by virtue of the laws of the Republic of Ireland with its executive offices and 
principal place of business located at First Floor, Minerva House, Simmonscourt 
Road, Ballsbridge, Dublin 4, Ireland. 

 
2. Par is a corporation organized, existing and doing business under and by virtue of 

the laws of the State of Delaware with its executive offices and principal place of 
business located at One Ram Ridge Road, Chestnut Ridge, New York 10977. 

 
3. The Commission has jurisdiction of the subject matter of this proceeding and of 

the Respondent, and the proceeding is in the public interest. 
 

ORDER 

I.  

IT IS ORDERED that, as used in the Order, the following definitions shall apply: 
 

A. “Endo” or “Respondent” means:  Endo International plc, its directors, officers, 
employees, agents, representatives, successors, and assigns; and its joint ventures, 
subsidiaries, divisions, groups and affiliates in each case controlled by Endo (including, 
without limitation, Hawk Acquisition ULC, Endo Limited, Endo Health Solutions Inc., 
and Vintage Pharmaceuticals, LLC), and the respective directors, officers, employees, 
agents, representatives, successors, and assigns of each.  After the Acquisition, Endo 
shall include Par.    

B. “Par” means:  Par Pharmaceutical Holdings, Inc., its directors, officers, employees, 
agents, representatives, successors, and assigns; and its joint ventures, subsidiaries, 
divisions, groups and affiliates in each case controlled by Par (including, without 
limitation, Par Pharmaceutical Companies, Inc.), and the respective directors, officers, 
employees, agents, representatives, successors, and assigns of each. 

C. “Commission”  means the Federal Trade Commission. 

D. “Acquirer(s)”  means the following:   

1. a Person specified by name in this Order to acquire particular assets or rights that 
the Respondent is required to assign, grant, license, divest, transfer, deliver, or 
otherwise convey pursuant to this Order and that has been approved by the 
Commission to accomplish the requirements of this Order in connection with the 
Commission’s determination to make this Order final and effective; or,  

2. a Person approved by the Commission to acquire particular assets or rights that the 
Respondent is required to assign, grant, license, divest, transfer, deliver, or 
otherwise convey pursuant to this Order. 

E. “Acquisition”  means Respondent Endo’s acquisition of fifty percent (50%) or more of the 
voting securities of Par.  Respondent has entered an Agreement and Plan of Merger, 
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dated as of May 18, 2015, by and among Endo International plc, Endo Limited, Endo 
Health Solutions Inc., Banyuls Limited, Hawk Acquisition ULC, Par Pharmaceutical 
Holdings, Inc., and Shareholder Representative Services LLC in connection with the 
Acquisition, and has submitted a copy of this agreement to the Commission. 

F. “Acquisition Date” means the date on which the Acquisition is consummated. 

G. “Agency(ies)”  means any government regulatory authority or authorities in the world 
responsible for granting approval(s), clearance(s), qualification(s), license(s), or permit(s) 
for any aspect of the research, Development, manufacture, marketing, distribution, or sale 
of a Product.  The term “Agency”  includes, without limitation, the United States Food 
and Drug Administration (“FDA”). 

H. “Application(s)”  means all of the following:  “New Drug Application”  (“NDA” ), 
“Abbreviated New Drug Application” (“ANDA”), “Supplemental New Drug 
Application”  (“SNDA”), or “
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8. the content related exclusively to the specified Divestiture Product that is displayed 
on any Website that is not dedicated exclusively to the specified Divestiture 
Product; 

9. for each specified Divestiture Product that has been marketed or sold by the 
Respondent prior to the Closing Date, a list of all of the NDC Numbers related to 
the specified Divestiture Product, and rights, to the extent permitted by Law: 

a. to require Respondent to discontinue the use of those NDC Numbers in the 
sale or marketing of the specified Divestiture Product except for returns, 
rebates, allowances, and adjustments for such Product sold prior to the 
Closing Date and except as may be required by applicable Law and except 
as is necessary to give effect to the transactions contemplated under any 
applicable Remedial Agreement; 

b. to prohibit Respondent from seeking from any customer any type of cross- 
referencing of those NDC Numbers with any Retained Product(s) except for 
returns, rebates, allowances, and adjustments for such Product sold prior to 
the Closing Date and except as may be required by applicable Law; 

c. to seek to change any cross-referencing by a customer of those NDC 
Numbers with a Retained Product (including the right to receive notification 
from the Respondent of any such cross-referencing that is discovered by the 
Respondent); 

d. to seek cross-referencing from a customer of the Respondent’s NDC 
Numbers related to such Divestiture Product with the Acquirer’s NDC 
Numbers related to such Divestiture Product; 

e. to approve the timing of Respondent’s discontinued use of those NDC 
Numbers in the sale or marketing of such Divestiture Product except for 
returns, rebates, allowances, and adjustments for such Divestiture Product 
sold prior to the Closing Date and except as may be required by applicable 
Law and except as is necessary to give effect to the transactions 
contemplated under any applicable Remedial Agreement; and, 

f. to approve any notification(s) from Respondent to any customer(s) 
regarding the use or discontinued use of such NDC numbers by the 
Respondent prior to such notification(s) being disseminated to the 
customer(s); 

10. all Product Development Reports related to the specified Divestiture Product; 

11. at the option of the Acquirer of the specified Divestiture Product, all Product 
Contracts related to the specified Divestiture Product (copies to be provided to that 
Acquirer on or before the Closing Date); 

12. all patient registries related to the specified Divestiture Product, and any other 
systematic active post-marketing surveillance program to collect patient data, 
laboratory data and identification information required to be maintained by the 
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FDA to facilitate the investigation of adverse effects related to the specified 
Divestiture Product (including, without limitation, any Risk Evaluation Mitigation 
Strategy as defined by the FDA); 

13. for each specified Divestiture Product that has been marketed or sold by the 
Respondent prior to the Closing Date, a list of all customers and targeted customers 
for the specified Divestiture Product and a listing of the net sales (in either units or 
dollars) of the specified Divestiture Product to such customers on either an annual, 
quarterly, or monthly basis including, but not limited to, a separate list specifying 
the above-described information for the High Volume Accounts and including the 
name of the employee(s) for each High Volume Account that is or has been 
responsible for the purchase of the specified Divestiture Product on behalf of the 
High Volume Account and his or her business contact information; 

14. for each specified Divestiture Product, a list of all active pharmaceutical ingredient 
and critical excipient suppliers listed on any Application of a Retained Product that 
is the therapeutic equivalent (as that term is defined by the FDA) of that Divestiture 
Product; 

15. for each specified Divestiture Product that is a Contract Manufacture Product: 

a. a list of the inventory levels (weeks of supply) for each customer (i.e., 
retailer, group purchasing organization, wholesaler or distributor) as of the 
Closing Date; and, 

b. anticipated reorder dates for each customer as of the Closing Date; 

16. at the option of the Acquirer of the specified Divestiture Product and to the extent 
approved by the Commission in the relevant Remedial Agreement, all inventory in 
existence as of the Closing Date including, but not limited to, raw materials, 
packaging materials, work-in-process and finished goods related to the specified 
Divestiture Product; 

17. copies of all unfilled customer purchase orders for the specified Divestiture Product 
as of the Closing Date, to be provided to the Acquirer of the specified Divestiture 
Product not later than five (5) days after the Closing Date; 

18. at the option of the Acquirer of the specified Divestiture Product, all unfilled 
customer purchase orders for the specified Divestiture Product; and, 

19. all of the Respondent’s books, records, and files directly related to the foregoing; 

  provided, however, that “Categorized Assets”  shall not include: (i) documents relating 
to the Respondent’
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other permanent structures located on such real estate; and (vi) all Product Licensed 
Intellectual Property; 
 
provided further, however, that in cases in which documents or other materials 
included in the assets to be divested contain information:  (i) that relates both to the 
specified Divestiture Product and to Retained Products or Businesses of the 
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Product(s); and, 

4. information that is protected by the attorney work product, attorney-client, joint 
defense or other privilege prepared in connection with the Acquisition and relating 
to any United States, state, or foreign antitrust or competition Laws. 

O. “Contract Manufacture” means the following: 

1. to manufacture, or to cause to be manufactured, a Contract Manufacture Product on 
behalf of an Acquirer; 

2. to manufacture, or to cause to be manufactured, a Product that is the therapeutic 
equivalent (as that term is defined by the FDA) and in the identical dosage strength, 
formulation and presentation as a Contract Manufacture Product on behalf of an 
Acquirer; and/or, 

3. to provide, or to cause to be provided, any part of the manufacturing process 
including, without limitation, the finish, fill, and/or packaging of a Contract 
Manufacture Product on behalf of an Acquirer. 

P. “Contract Manufacture Product(s)”  means:  

1. the Glycopyrrolate Products; 

2. the Methimazole Products; and, 

3. any ingredient, material, or component used in the manufacture of the foregoing 
Products including the active pharmaceutical ingredient, excipients or packaging 
materials (including, without limitation, drug vials); 

provided however, that with the consent of the Acquirer of the specified Product, the 
Respondent may substitute a therapeutic equivalent (as that term is defined by the 
FDA) form of such Product in performance of the Respondent’s agreement to Contract 
Manufacture. 
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provided, however, in each instance where:  (i) an agreement to divest relevant assets is 
specifically referenced and attached to this Order, and (ii) such agreement becomes a 
Remedial Agreement for a Divestiture Product, “Direct Cost”  means such cost as is 
provided in such Remedial Agreement for that Divestiture Product. 

 
S. “Divestiture Agreements” means the following: 

1. Asset Purchase Agreement by and between Vintage Pharmaceuticals, LLC and 
Rising Pharmaceuticals, Inc. dated as of [insert], 2015; 

2. Supply Agreement between Vintage Pharmaceuticals, LLC d/b/a Qualitest 
Pharmaceuticals and Rising Pharmaceuticals, Inc. attached to the Asset Purchase 
Agreement and to be executed on or before the Closing Date; and, 

all amendments, exhibits, attachments, agreements, and schedules thereto, related to 
the Divestiture Product Assets that have been approved by the Commission to 
accomplish the requirements of this Order.  The Divestiture Agreements are contained 
in Non-Public Appendix I. 

T. “Divestiture Product(s)”  means the following, individually and collectively: 

1. the Glycopyrrolate Products; and, 

2. the Methimazole Products. 

U. “Divestiture Product Assets” means the following, individually and collectively: 

1. the Glycopyrrolate Product Assets; and 

2. the Methimazole Product Assets. 

V. “Divestiture Product Core Employees” means the Product Research and Development 
Employees and the Product Manufacturing Employees related to each Contract 
Manufacture Product. 

W. “Divestiture Product License”  means a perpetual, non-exclusive, fully paid-up and 
royalty-free license(s) under a Remedial Agreement with rights to sublicense to all 
Product Licensed Intellectual Property and all Product Manufacturing Technology related 
to general manufacturing know-how that was owned, licensed, or controlled by 
Respondent: 

1. to research and Develop the specified Divestiture Product(s) for marketing, 
distribution or sale within the Geographic Territory; 

2. to use, make, have made, distribute, offer for sale, promote, advertise, or sell the 
specified Divestiture Product(s) within the Geographic Territory; 

3. to import or export the specified Divestiture Product(s) to or from the Geographic 
Territory to the extent related to the marketing, distribution or sale of the specified  
Divestiture Products in the Geographic Territory; and 

4. to have the specified Divestiture Product(s) made anywhere in the World for 
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distribution or sale within, or import into the Geographic Territory; 

provided however, that for any Product Licensed Intellectual Property or Product 
Manufacturing Technology that is the subject of a license from a Third Party entered into 
by the Respondent prior to the Acquisition, the scope of the rights granted hereunder 
shall only be required to be equal to the scope of the rights granted by the Third Party to 
the Respondent. 

X. “Divestiture Product Releasee(s)”  means the following Persons: 

1. the Acquirer for the assets related to a particular Divestiture Product;  

2. any Person controlled by or under common control with that Acquirer; and,  

3. any Manufacturing Designees, licensees, sublicensees, manufacturers, suppliers, 
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quarter that immediately preceded the date of the public announcement of the proposed 
Acquisition; (ii) the end of the last quarter that immediately preceded the Acquisition 
Date; (iii) the end of the last quarter that immediately preceded the Closing Date for the 
relevant assets; or (iv) the end of the last quarter following the Acquisition or the Closing 
Date. 

GG. “ Interim Monitor”  means any monitor appointed pursuant to Paragraph III of this Order 
or Paragraph III of the related Order to Maintain Assets. 

HH. “Law” means all laws, statutes, rules, regulations, ordinances, and other pronouncements 
by any Government Entity having the effect of law. 

II.  “
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any formulation or dosage of a compound referenced as its pharmaceutically, 
biologically, or genetically active ingredient and/or that is the subject of an Application. 

SS. “Product Approval(s)”  means any approvals, registrations, permits, licenses, consents, 
authorizations, and other approvals, and pending applications and requests therefor, 
required by applicable Agencies related to the research, Development, manufacture, 
distribution, finishing, packaging, marketing, sale, storage or transport of a Product 
within the United States of America, and includes, without limitation, all approvals, 
registrations, licenses or authorizations granted in connection with any Application 
related to that Product. 

TT. “Product Contracts”  means all of the following contracts or agreements (copies of each 
such contract to be provided to the Acquirer on or before the Closing Date and segregated 
in a manner that clearly identifies the purpose(s) of each such contract): 

1. that make specific reference to the specified Divestiture Product and pursuant to 
which any Third Party is obligated to purchase, or has the option to purchase 
without further negotiation of terms, the specified Divestiture Product from the 
Respondent unless such contract applies generally to the Respondent’s sales of 
Products to that Third Party; 

2. pursuant to which the Respondent had or has as of the Closing Date the ability to 
independently purchase the active pharmaceutical ingredient(s) or other necessary 
ingredient(s) or component(s) or had planned to purchase the active pharmaceutical 
ingredient(s) or other necessary ingredient(s) or component(s) from any Third Party 
for use in connection with the manufacture of the specified Divestiture Product; 

3. relating to any Clinical Trials involving the specified Divestiture Product; 

4. with universities or other research institutions for the use of the specified 
Divestiture Product in scientific research; 

5. relating to the particularized marketing of the specified Divestiture Product or 
educational matters relating solely to the specified Divestiture Product(s); 

6. pursuant to which a Third Party manufactures or plans to manufacture the specified 
Divestiture Product as a finished Product on behalf of the Respondent; 

7. pursuant to which a Third Party provides or plans to provide any part of the 
manufacturing process including, without limitation, the finish, fill, and/or 
packaging of the specified Divestiture Product on behalf of Respondent;  

8. pursuant to which a Third Party provides the Product Manufacturing Technology 
related to the specified Divestiture Product to the Respondent; 

9. pursuant to which a Third Party is licensed by the Respondent to use the Product 
Manufacturing Technology; 

10. constituting confidentiality agreements involving the specified Divestiture Product; 

11. involving any royalty, licensing, covenant not to sue, or similar arrangement 
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2. Bioavailability study reports (including reference listed drug information) related to 
the specified Divestiture Product; 
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19. 
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(whether patented, patentable or otherwise) related to the manufacture of that 
Product, including, but not limited to, the following:  all product specifications, 
processes, analytical methods, product designs, plans, trade secrets, ideas, concepts, 
manufacturing, engineering, and other manuals and drawings, standard operating 
procedures, flow diagrams, chemical, safety, quality assurance, quality control, 
research records, clinical data, compositions, annual product reviews, regulatory 
communications, control history, current and historical information associated with 
the FDA Application(s) conformance and cGMP compliance, and labeling and all 
other information related to the manufacturing process, and supplier lists; 

2. all ingredients, materials, or components used in the manufacture of that Product 
including the active pharmaceutical ingredient, excipients or packaging materials; 
and, 

3. for those instances in which the manufacturing equipment is not readily available 
from a Third Party, at the Acquirer’s option, all such equipment used to 
manufacture that Product. 

BBB. “Product Marketing Materials”  means all marketing materials used specifically in the 
marketing or sale of the specified Divestiture Product in the Geographic Territory as of 
the Closing Date, including, without limitation, all advertising materials, training 
materials, product data, mailing lists, sales materials (e.g., detailing reports, vendor lists, 
sales data), marketing information (e.g., competitor information, research data, market 
intelligence reports, statistical programs (if any) used for marketing and sales research), 
customer information (including customer net purchase information to be provided on the 
basis of either dollars and/or units for each month, quarter or year), sales forecasting 
models, educational materials, and advertising and display materials, speaker lists, 
promotional and marketing materials, Website content and advertising and display 
materials, artwork for the production of packaging components, television masters and 
other similar materials related to the specified Divestiture Product. 

CCC. “Product Research and Development Employees” means all salaried employees of the 
Respondent who have directly participated in the research, Development, regulatory 
approval process, or clinical studies of the specified Divestiture Product (irrespective of 
the portion of working time involved, unless such participation consisted solely of 
oversight of legal, accounting, tax or financial compliance) within the eighteen (18) 
month period immediately prior to the Closing Date. 

DDD. “Product Scientific and Regulatory Material” means all technological, scientific, 
chemical, biological, pharmacological, toxicological, regulatory and Clinical Trial 
materials and information. 

EEE. “Product Trade Dress”  
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common law rights, and the goodwill symbolized thereby and associated therewith, for a 
Product. 

GGG. “Proposed Acquirer”  means a Person proposed by the Respondent (or a Divestiture 
Trustee) to the Commission and submitted for the approval of the Commission as the 
acquirer for particular assets or rights required to be assigned, granted, licensed, divested, 
transferred, delivered or otherwise conveyed pursuant to this Order. 

HHH. “Remedial Agreement(s)”  means the following:   

1. any agreement between the Respondent and an Acquirer that is specifically 
referenced and attached to this Order, including all amendments, exhibits, 
attachments, agreements, and schedules thereto, related to the relevant assets or 
rights to be assigned, granted, licensed, divested, transferred, delivered, or 
otherwise conveyed, including without limitation, any agreement to supply 
specified products or components thereof, and that has been approved by the 
Commission to accomplish the requirements of the Order in connection with the 
Commission’s determination to make this Order final and effective;  

2. any agreement between the Respondent and a Third Party to effect the assignment 
of assets or rights of the Respondent related to a Divestiture Product to the benefit 
of an Acquirer that is specifically referenced and attached to this Order, including 
all amendments, exhibits, attachments, agreements, and schedules thereto, that has 
been approved by the Commission to accomplish the requirements of the Order in 
connection with the Commission’s determination to make this Order final and 
effective;  

3. any agreement between the Respondent and an Acquirer (or between a Divestiture 
Trustee and an Acquirer) that has been approved by the Commission to accomplish 
the requirements of this Order, including all amendments, exhibits, attachments, 
agreements, and schedules thereto, related to the relevant assets or rights to be 
assigned, granted, licensed, divested, transferred, delivered, or otherwise conveyed, 
including without limitation, any agreement by the Respondent to supply specified 
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purpose of obtaining approval of an Application or to defend an Application, including 
the ability to make available the underlying raw data from the investigation, Product 
Development Reports, or Product Scientific and Regulatory Material for FDA audit, if 
necessary. 

KKK.  “Rising” means Rising Pharmaceuticals, Inc., a corporation organized, existing and doing 
business under and by virtue of the laws of the State of Delaware with its executive 
offices and principal place of business located at 3 Pearl Court, 
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Respondent, or appoint a Divestiture Trustee, to effect such modifications to the manner 
of divestiture of the Divestiture Product Assets to Rising (including, but not limited to, 
entering into additional agreements or arrangements) as the Commission may determine 
are necessary to satisfy the requirements of this Order. 
 

B. Prior to the Closing Date, Respondent shall provide the Acquirer with the opportunity to 
review all contracts or agreements that are Product Contracts for the purposes of 
determining whether or not to assume such contracts or agreements. 

C. Prior to the Closing Date, Respondent shall secure all consents and waivers from all 
Third Parties that are necessary to permit Respondent to divest the assets required to be 
divested pursuant to this Order to an Acquirer, and to permit the Acquirer to continue the 
Business of the Divestiture Product(s) being acquired by that Acquirer; 

provided, however, Respondent may satisfy this requiremen
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c. applicable Law;  

5. not disclose or convey any Confidential Business Information, directly or indirectly, 
to any Person except (i) the Acquirer of the particular Divestiture Products, (ii) 
other Persons specifically authorized by that Acquirer to receive such information, 
(iii) the Commission, or (iv) the Interim Monitor (if any has been appointed); and 

6. not provide, disclose or otherwise make available, directly or indirectly, any 
Confidential Business Information related to the marketing or sales of the 
Divestiture Products to the marketing or sales employees associated with the 
Business related to those Retained Products that are the therapeutic equivalent (as 
that term is defined by the FDA) of the Divestiture Products. 

E. Respondent shall provide, or cause to be provided to the Acquirer in a manner consistent 
with the Technology Transfer Standards the following:   

1. all Product Manufacturing Technology (including all related intellectual property) 
related to the Divestiture Product(s) being acquired by that Acquirer; and   

2. all rights to all Product Manufacturing Technology (including all related intellectual 
property) that is owned by a Third Party and licensed to the Respondent related to 
the Divestiture Products being acquired by that Acquirer. 

Respondent shall obtain any consents from Third Parties required to comply with this 
provision.  Respondent shall not enforce any agreement against a Third Party or an 
Acquirer to the extent that such agreement may limit or otherwise impair the ability of 
that Acquirer to use or to acquire from the Third Party the Product Manufacturing 
Technology (including all related intellectual property) related to the Divestiture 
Products acquired by that Acquirer.  Such agreements include, but are not limited to, 
agreements with respect to the disclosure of Confidential Business Information related 
to such Product Manufacturing Technology.  Not later than ten (10) days after the 
Closing Date, Respondent shall grant a release to each Third Party that is subject to 
such agreements that allows the Third Party to provide the relevant Product 
Manufacturing Technology to that Acquirer.  Within five (5) days of the execution of 
each such release, Respondent shall provide a copy of the release to that Acquirer.  

F. Respondent shall: 

1. 
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from Persons other than Respondent or Par; 

2. make representations and warranties to the Acquirer that the Contract Manufacture 
Product(s) supplied by the Respondent pursuant to a Remedial Agreement meet the 
relevant Agency-approved specifications.  For the Contract Manufacture 
Product(s) to be marketed or sold in the Geographic Territory, Respondent shall 
agree to indemnify, defend and hold the Acquirer harmless from any and all suits, 
claims, actions, demands, liabilities, expenses or losses alleged to result from the 
failure of the Contract Manufacture Product(s) supplied to the Acquirer pursuant to 
a Remedial Agreement by the Respondent to meet cGMP.  This obligation may be 
made contingent upon the Acquirer giving the Respondent prompt written notice of 
such claim and cooperating fully in the defense of such claim;  

provided, however, that the Respondent may reserve the right to control the defense 
of any such claim, including the right to settle the claim, so long as such settlement 
is consistent with the Respondent’s responsibilities to supply the Contract 
Manufacture Products in the manner required by this Order; provided further, 
however, that this obligation shall not require Respondent to be liable for any 
negligent act or omission of the Acquirer or for any representations and warranties, 
express or implied, made by the Acquirer that exceed the representations and 
warranties made by the Respondent to the Acquirer in an agreement to Contract 
Manufacture; 
 
provided further, however, that in each instance where:  (i) an agreement to divest 
relevant assets or Contract Manufacture is specifically referenced and attached to 
this Order, and (ii) such agreement becomes a Remedial Agreement for a 
Divestiture Product, each such agreement may contain limits on the Respondent’s 
aggregate liability resulting from the failure of the Contract Manufacture Products 
supplied to the Acquirer pursuant to such Remedial Agreement to meet cGMP;  

 
3. give priority to supplying a Contract Manufacture Product to the Acquirer over 

manufacturing and supplying of Products for Respondent’s own use or sale;   

4. make representations and warranties to each Acquirer that Respondent shall hold 
harmless and indemnify the Acquirer for any liabilities or loss of profits resulting 
from the failure of the Contract Manufacture Products to be delivered in a timely 
manner as required by the Remedial Agreement(s) unless Respondent can 
demonstrate that the failure was beyond the control of Respondent and in no part 
the result of negligence or willful misconduct by Respondent;  

provided, however, that in each instance where:  (i) an agreement to divest relevant 
assets or Contract Manufacture is specifically referenced and attached to this Order 
and (ii) such agreement becomes a Remedial Agreement for a Divestiture Product, 
each such agreement may contain limits on a Respondent’s aggregate liability for 
such a failure;   
  



23 
 

5. 
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with the Acquirer or its Manufacturing Designee; or hire any Divestiture Product 
Employee;  

provided, however, Respondent may hire any former Divestiture Product Employee 
whose employment has been terminated by the Acquirer or its Manufacturing 
Designee 
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to monitor Respondent’s compliance with the relevant requirements of the Order in a 
manner consistent with the purposes of the Order. 

D. If an Interim Monitor is appointed, Respondent shall consent to the following terms and 
conditions regarding the powers, duties, authorities, and responsibilities of the Interim 
Monitor: 

1. The Interim Monitor shall have the power and authority to monitor Respondent’s 
compliance with the divestiture and asset maintenance obligations and related 
requirements of the Order, and shall exercise such power and authority and carry 
out the duties and responsibilities of the Interim Monitor in a manner consistent 
with the purposes of the Order and in consultation with the Commission. 

2. The Interim Monitor shall act in a fiduciary capacity for the benefit of the 
Commission. 

3. The Interim Monitor shall serve until the date of completion by the Respondent of 
the divestiture of all Divestiture Product Assets and the transfer and delivery of the 
related Product Manufacturing Technology in a manner that fully satisfies the 
requirements of this Order and, with respect to each Divestiture Product, until the 
earliest of:  (i) the date the Acquirer of that Divestiture Product (or that Acquirer’s 
Manufacturing Designee(s)) is approved by the FDA to manufacture and sell that 
Divestiture Product and able to manufacture the Divestiture Product in commercial 
quantities, in a manner consistent with cGMP, independently of Respondent; (ii) 
the date the Acquirer of that Divestiture Product notifies the Commission and 
Respondent of its intention to abandon its efforts to manufacture that Divestiture 
Product; or (iii) the date of written notification from staff of the Commission that 
the Interim Monitor, in consultation with staff of the Commission, has determined 
that the Acquirer has abandoned its efforts to manufacture that Divestiture Product; 

provided, however, that, the Interim Monitor’s service shall not exceed five (5) 
years from the Order Date unless the Commission decides to extend or modify 
this period as may be necessary or appropriate to accomplish the purposes of the 
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may set.  The Interim Monitor shall have authority to employ, at the expense of 
Respondent, such consultants, accountants, attorneys and other representatives and 
assistants as are reasonably necessary to carry out the Interim Monitor’s duties and 
responsibilities. 

G. Respondent shall indemnify the Interim Monitor and hold the Interim Monitor harmless 
against any losses, claims, damages, liabilities, or expenses arising out of, or in 
connection with, the performance of the Interim Monitor’s duties, including all 
reasonable fees of counsel and other reasonable expenses incurred in connection with the 
preparations for, or defense of, any claim, whether or not resulting in any liability, except 
to the extent that such losses, claims, damages, liabilities, or expenses result from gross 
negligence, willful or wanton acts, or bad faith by the Interim Monitor. 

H. Respondent shall report to the Interim Monitor in accordance with the requirements of 
this Order and as otherwise provided in any agreement approved by the Commission.  
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Trustee harmless against any losses, claims, damages, liabilities, or expenses 
arising out of, or in connection with, the performance of the Divestiture Trustee’s 
duties, including all reasonable fees of counsel and other expenses incurred in 
connection with the preparation for, or defense of, any claim, whether or not 
resulting in any liability, except to the extent that such losses, claims, damages, 
liabilities, or expenses result from gross negligence, willful or wanton acts, or bad 
faith by the Divestiture Trustee. 

7. The Divestiture Trustee shall have no obligation or authority to operate or maintain 
the relevant assets required to be divested by this Order; provided, however, that 
the Divestiture Trustee appointed pursuant to this Paragraph may be the same 
Person appointed as Interim Monitor pursuant to the relevant provisions of this 
Order or the Order to Maintain Assets in this matter. 

8. The Divestiture Trustee shall report in writing to Respondent and to the 
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terms of this Order or the remedial purposes thereof. 

F. Respondent shall not modify or amend any of the terms of any Remedial Agreement 
without the prior approval of the Commission, except as otherwise provided in Rule 
2.41(f)(5) of the Commission’s Rules of Practice and Procedure, 16 C.F.R. § 2.41(f)(5).  
Notwithstanding any term of the Remedial Agreement(s), any modification or 
amendment of any Remedial Agreement made without the prior approval of the 
Commission, or as otherwise provided in Rule 2.41(f)(5), shall constitute a failure to 
comply with this Order.  

VII.   

 IT IS FURTHER ORDERED that: 
 

A. Within five (5) days of the Acquisition, Respondent shall submit to the Commission a 
letter certifying the date on which the Acquisition occurred. 

B. Within thirty (30) days after the Order Date, and every sixty (60) days thereafter until 
Respondent has fully complied with Paragraphs II.A., II.B., II.C., II.D.1, II.D.2., II.D.3, 
II.E., II.F., II.G., II.H., II.I., and II.J., Respondent shall submit to the Commission a 
verified written report setting forth in detail the manner and form in which it intends to 
comply, is complying, and has complied with this Order.  Respondent shall submit at the 
same time a copy of its report concerning compliance with this Order to the Interim 
Monitor, if any Interim Monitor has been appointed.  Respondent shall include in its 
reports, among other things that are required from time to time, a full description of the 
efforts being made to comply with the relevant paragraphs of the Order, including: 

1. a detailed description of all substantive contacts, negotiations, or recommendations 
related to (i) the divestiture and transfer of all relevant assets and rights, (ii) 
transitional services being provided by the Respondent to the Acquirer, and (iii) the 
agreement(s) to Contract Manufacture; and 

2. a detailed description of the timing for the completion of such obligations. 

C. One (1) year after the Order Date, annually for the next nine years on the anniversary of 
the Order Date, and at other times as the Commission may require, Respondent shall file 
a verified written report with the Commission setting forth in detail the manner and form 
in which it has complied and is complying with the Order. 

VIII.   

 IT IS FURTHER ORDERED t hat Respondent shall notify the Commission at least thirty 
(30) days prior to: 
 

A. any proposed dissolution of Respondent;   

B. any proposed acquisition, merger or consolidation of Respondent; or   

C. any other change in the Respondent including, but not limited to, assignment and the 
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creation or dissolution of subsidiaries, if such change might affect compliance obligations 
arising out of this Order. 

IX.   

IT IS FURTHER ORDERED that, for purposes of determining or securing compliance 
with this Order, and subject to any legally recognized privilege, and upon written request and 
upon five (5) days’ notice to 
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