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          1710084 
UNITED STATES OF AMERICA 

BEFORE THE FEDERAL TRADE COMMISSION 
 
 

COMMISSIONERS: Maureen K. Ohlhausen, Acting Chairman 
     Terrell McSweeny 
 
 
______________________________________________________ 
         ) 
In the Matter of          ) 
            ) 
INTEGRA LIFESCIENCES HOLDINGS CORPORATION,  )  
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The Commission having thereafter considered the matter and having determined that it 

had reason to believe that Respondents have violated the said Acts, and that a Complaint should 
issue stating its charges in that respect, and having thereupon issued its Complaint and an Order 
to Maintain Assets, and having accepted the executed Consent Agreement and placed such 
Consent Agreement on the public record for a period of thirty (30) days for the receipt and 
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”): 
 

1. Respondent Integra is a corporation organized, existing, and doing business under and by 
virtue of the laws of the state of Delaware, with its principal executive offices located at 
311 Enterprise Drive, Plainsboro, New Jersey 08536. 

 
2. Respondent Johnson & Johnson is a corporation organized, existing, and doing business 

under and by virtue of the laws of the state of New Jersey, with its principal executive 
offices located at One Johnson & Johnson Plaza, New Brunswick, New Jersey 08933.   
 

3. The Federal Trade Commission has jurisdiction over the subject matter of this proceeding 
and over the Respondents, and this proceeding is in the public interest. 

 

I.  

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

A. “Integra” means Integra LifeSciences Holding Corporation; its directors, officers, 
employees, agents, representatives, successors, and assigns; and its joint ventures, 
subsidiaries, divisions, groups, and affiliates, in each case controlled by Integra 
LifeSciences Holdings Corporation, and the respective directors, officers, employees, 
agents, representatives, successors, and assigns of each.  After the Acquisition, Integra 
shall include the Transferred Assets. 

B. “Johnson & Johnson” means Johnson & Johnson’s directors, officers, employees, agents, 
representatives, successors, and assigns; and its joint ventures, subsidiaries, divisions, 
groups, and affiliates, in each case controlled by Johnson & Johnson (including, without 
limitation, Codman and DePuy Synthes, Inc.), and the respective directors, officers, 
employees, agents, representatives, successors, and assigns of each.   

C. “Commission” means the Federal Trade Commission. 

D. “Respondent(s)” means Integra and Johnson & Johnson, individually and collectively. 

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

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

F. “Acquisition” means Integra’s acquisition of the Transferred Assets pursuant to the 
Acquisition Agreement. 

G. “Acquisition Agreement” means the Asset Purchase Agreement dated as of February 14, 
2017, between Depuy Synthes, Inc. and Integra LifeSciences Holdings Corporation that 
was submitted by Integra to the Commission in this matter.  The Acquisition Agreement 
is contained in Non-Public Appendix I. 

H. “Acquisition Date” means the date on which Integra acquires any of the Transferred 
Assets. 

I. “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”). 

J. “Application(s)” means all submissions and applications for a Product filed or to be filed 
by the holder, the applicant, and/or the sponsor of a Product with the FDA pursuant to 21 
C.F.R. Parts 800 to 898 (entitled “Regulations Subchapter H—Medical Devices”), 
including, without limitation, the following:   

1. Premarket Notification (“510(k) Submission”); 

2. Premarket Approval Application (“PMA”);  

3. Investigational Device Exemption Application (“IDE”);  

4. Device Master File (“MAF”); 

5. Device History File (“DHF”); 

6. Device History Record (“DHR”); 

7. Device Master Record (“DMR”); 

8. authorizations to the holder, applicant, and/or sponsor of a Product from any Third 
Party to incorporate the information contained in an application or submission held 
by that Third Party to the FDA into a 510(k) Submission, PMA, or IDE submitted 
or to be submitted by the holder, applicant, and/or sponsor;  

9. supplements, amendments, and revisions to the abovementioned submissions and 
applications; 

10. preparatory work, registration dossier, drafts, and data necessary for the preparation 
of the abovementioned submissions and applications; and 

11. all correspondence between the FDA and the holder, the applicant, and/or the 
sponsor 
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K. “Business” means the research, Development, manufacture, commercialization, 
distribution, marketing, importation, advertisement, and sale of a Product. 

L. 
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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; 

b. for each High Volume Account, a list by either UPC or DI containing the 
following: (i) the net price per U: 
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d. to the extent known by the specified Respondent, any pending reorder dates 
for a customer as of the Closing Date; 

16. at the option of the Acquirer of the specified Divestiture Products 
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R. “Contract Manufacture” means the following: 

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

2. to provide, or to cause to be provided, any part of the manufacturing process 
including, without limitation, the components or packaging of a Contract 
Manufacture Product on behalf of an Acquirer. 

S. “Contract Manufacture Products” means the following Products, individually and 
collectively: 

1. Intracranial Pressure Monitors; 

2. Ventricular Tunnel Catheters; 

3. Cerebrospinal Fluid Collection Systems; 

4. Non-Antimicrobial External Ventricular Drainage Catheters; 

5. Fixed Pressure Valve Shunt Systems; 

6. Dural Graft Products; and 

7. Cranial Access Kits. 

T. “Copyrights” means rights to all original works of authorship of any kind directly related 
to a Divestiture Product and any registrations and applications for registrations thereof 
within the United States of America, including, but not limited to, the following: all such 
rights with respect to all promotional materials for healthcare providers, all promotional 
materials for patients, and all educational materials for the sales force; copyrights in all 
preclinical, clinical, and process development data and reports relating to the research and 
Development of that Product or of any materials used in the research, Development, 
manufacture, marketing, or sale of that Product, including all copyrights in raw data 
relating to Device Studies of that Product, all case report forms relating thereto, and all 
statistical programs developed (or modified in a manner material to the use or function 
thereof (other than through user references)) to analyze clinical data, all market research 
data, market intelligence reports, and statistical programs (if any) used for marketing and 
sales research; all copyrights in customer information, promotional and marketing 
materials, that Product’s sales forecasting models, medical education materials, sales 
training materials, and advertising and display materials; all records relating to employees 
of a Respondent who accept employment with an Acquirer (excluding any personnel 
records the transfer of which is prohibited by applicable Law); all copyrights in records, 
including customer lists, sales force call activity reports, vendor lists, sales data, 
reimbursement data, speaker lists, manufacturing records, manufacturing processes, and 
supplier lists; all copyrights in data contained in laboratory notebooks relating to that 
Product or relating to its biology; all copyrights in adverse experience reports and files 
related thereto (including source documentation) and all copyrights in periodic adverse 
experience reports and all data contained in electronic databases relating to adverse 



9 



10 
 

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. 

 
BB. “Divestiture Agreement(s)” means the following: 

1. Asset Purchase Agreement by and between 
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DD. 
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II. “Domain Name” means the domain name(s) (uniform resource locators), and 
registration(s) thereof, issued by any Person or authority that issues and maintains the 
domain name registration; provided, however, “Domain Name” shall not include any 
trademark or service mark rights to such domain names other than the rights to the 
Trademarks required to be divested. 

JJ. “Dural Graft Product(s)” means all Products researched, Developed, in Development, 
marketed, sold, owned, or controlled by Johnson & Johnson (prior to the Acquisition) 
that are a part of, used with, or intended to be used with, the Duraform® product line, 
listed by device name and 510(k) Number in Non-Public Appendix III.B., and all 
improvements or modifications thereto. 

KK. “Dural Graft Product Assets” means all rights, title, and interest in and to all assets 
related to the Business of Johnson & Johnson related to each of the Dural Graft Products, 
to the extent legally transferable, including, without limitation, the following: 

1. the Categorized Assets related to the Dural Graft Products; and 

2. all U.S. rights and assets to the Supply Agreement between Depuy Synthes 
Products, Inc. and Lyophilization Services of New England, Inc. 

LL. “Facility Assets” means all of Respondent
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NN. “Fixed Pressure Valve Shunt Systems Assets” means all rights, title, and interest in and to 
all assets related to the Business of Integra related to each of the Fixed Pressure Valve 
Shunt Systems, to the extent legally transferable, including, without limitation, the 
following: 

1. the Fixed Pressure Valve Shunt Systems Equipment; and 

2. the Categorized Assets related to the Fixed Pressure Valve Shunt Systems. 

OO. “Fixed Pressure Valve Shunt Systems Equipment” means all equipment in Current 
Operation Condition used in the production of Fixed Pressure Valve Shunt Systems, 
listed by product name and location of facility in Non-Public Appendix III.F., and all 
improvements or modifications thereto. 

PP. “Government Entity” means any Federal, state, local, or non-U.S. government; any court, 
legislature, government agency, or government commission; or any judicial or regulatory 
authority of any government. 

QQ. “High Volume Account(s)” means any healthcare provider, group purchasing 
organization, hospital, wholesaler, or distributor whose annual or projected annual 
purchase amounts, in units or in dollars, of a Divestiture Product in the United States of 
America from a Respondent, was or was forecasted (prior to the public announcement of 
the Acquisition and subsequent divestiture) to be among the top twenty (20) highest such 
purchase amounts of that Respondent’s total sales of that Divestiture Product to U.S. 
customers on any of the following dates: (i) the end of the last 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) for 
forecasts of purchases of the Divestiture Product, the quarter immediately following the 
Closing Date. 

RR. “Intracranial Pressure Monitors” are one of the components of Intracranial Pressure 
Monitoring Systems. 

SS. “Intracranial Pressure Monitoring Systems” means all Products researched, Developed, in 
Development, marketed, sold, owned, or controlled by Integra that are a part of, used 
with, or intended to be used with, the Camino® product line, including, without 
limitation, Intracranial Pressure Monitors and catheters, including Ventricular Tunnel 
Catheters, listed by device name and 510(k) Number in Non-Public Appendix III.D., and 
all improvements or modifications thereto. 

TT. “Intracranial Pressure Monitoring Systems
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UU. “Intracranial Pressure Monitoring Systems Product Facility” means all the Facility Assets 
located at 5955 & 5965 Pacific Center Boulevard, San Diego, California 92121. 

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

WW. “Manufacturing Designee” means any Person other than a Respondent that has been 
designated by an Acquirer to manufacture a Divestiture Product for that Acquirer. 

XX. “Manufacturing Equipment” means all fixtures, equipment (including, without limitation, 
technical equipment, lab equipment, and computers), and machinery that is being used or 
has been used at any Facility that is subject to transfer to an Acquirer pursuant to this 
Order at any time since the Respondents entered into the Acquisition Agreement, in the 
research, Development or manufacture of a Divestiture Product and that is suitable for 
use in the research, Development, or manufacture of a Divestiture Product as of the 
Closing Date. 

YY. “Manufacturing Employees” means all full-time, part-time, or contract employees of a 
Respondent who have directly participated in any of the following: (i) defining the 
commercial manufacturing process, (ii) confirming that the manufacturing process is 
capable of reproducible commercial manufacturing, (iii) formulating the manufacturing 
process performance qualification protocol, (iv) controlling the manufacturing process to 
assure performance Product quality, (iv) assuring that during routine manufacturing the 
process remains in a state of control, (v) collecting and evaluating data for the purposes 
of providing scientific evidence that the manufacturing process is capable of consistently 
delivering quality Products, (vi) managing the operation of the manufacturing process, or 
(vii) managing the technological transfer of the manufacturing process to a different 
facility, with respect to the Manufacturing Technology 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. 

ZZ. “Manufacturing Technology” means all technology, trade secrets, know-how, designs, 
ideas, concepts, and proprietary information (whether patented, patentable, or otherwise) 
owned by the Respondent (identified in the definition of the respective Divestiture 
Product) to manufacture each specified Divestiture Product, including, but not limited to, 
the following: 

1. all product specifications, product designs and design protocols, including without 
limitation, the exact combination, design, array, and identity and specifications of 
all components that achieve a particular set of application and end-use 
characteristics in a final Product; 

2. to the extent applicable to the specified Divestiture Product, antibody generation 
and reagent formulation; 

3. manufacturing processes, analytical methods, flow diagrams, and other related 
manuals and drawings;  
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4. standard operating procedures; 

5. quality assurance and control procedures; 

6. control history; 

7. research and Development records; 

8. annual product reviews; 

9. supplier lists; 

10. labeling and product manuals; 

11. manuals and technical information provided to employees, customers, distributors, 
suppliers, agents, and 
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Codman’s non-antimicrobial external ventricular drainage catheter product line, listed by 
device name and 510(k) Number in Non-Public Appendix III.E., and all improvements or 
modifications thereto. 

EEE. “Non-Antimicrobial External Ventricular Drainage Catheters Assets” means all rights, 
title, and interest in and to all assets related to the Business of Johnson & Johnson related 
to each of the Non-Antimicrobial External Ventricular Drainage Catheters, to the extent 
legally transferable, including, without limitation, the Categorized Assets related to the 
Non-Antimicrobial External Ventricular Drainage Catheters. 

FFF. “Orders” means this Decision and Order and the related Order to Maintain Assets. 

GGG. “Order Date” means the date on which the final Decision and Order in this matter is 
issued by the Commission. 

HHH. “Order to Maintain Assets” means the Order to Maintain Assets incorporated into and 
made a part of the Consent Agreement. 

III. “Patent(s)” means all patents and patent applications, including provisional patent 
applications, invention disclosures, certificates of invention and applications for 
certificates of invention, and statutory invention registrations, in each case filed, or in 
existence, on or before the Closing Date (except where this Order specifies a different 
time), and includes all reissues, additions, divisions, continuations, continuations-in-part, 
supplementary protection certificates, extensions and reexaminations thereof, all 
inventions disclosed therein, and all rights therein provided by international treaties and 
conventions. 

JJJ. “Person” means any individual, partnership, joint venture, firm, corporation, association, 
trust, unincorporated organization, or other business or Government Entity, and any 
subsidiaries, divisions, groups, or affiliates thereof. 

KKK. “Product(s)” means any medical device as defined by the FDA pursuant to the United 
States Federal Food, Drug, and Cosmetic Act (i.e., any instrument, apparatus, appliance, 
software, material, or other article, whether used alone or in combination, including the 
software intended by its holder, applicant, and/or sponsor to be used specifically for 
diagnostic and/or therapeutic purposes and necessary for its proper application) which is: 

1. recognized in the official National Formulary, or the United States 
Pharmacopoeia, or any supplement to them; 

2. intended for use in the diagnosis of disease or other conditions, or in the cure, 
mitigation, treatment, or prevention of disease, in man or other animals; or 

3. intended to affect the structure or any function of the body of man or other 
animals, and which does not achieve its primary intended purposes through 
chemical action within or on the body of man or other animals and which is not 
dependent upon being metabolized for the achievement of any of its primary 
intended purposes. 
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LLL. “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. 

MMM. “Product Contracts” means all contracts or agreements: 

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 a 
Respondent; 

2. pursuant to which a Respondent has as of the Closing Date the ability to 
independently purchase the raw materials, inputs or component(s) from any Third 
Party, for use in connection with the specified Divestiture Product; 

3. relating to any Device Studies 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 specific 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 in finished form in order to provide it to a Respondent; 

7. pursuant to which a Third Party provides or plans to provide any part of the 
manufacturing process including, without limitation, the assembly or packaging of 
the specified Divestiture Product; 

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

9. pursuant to which a Third Party collaborates with a Respondent in the research and 
development of any Manufacturing Technology related to the specified Divestiture 
Product; 

10. pursuant to which a Third Party is licensed by a Respondent to use the 
Manufacturing Technology related to the specified Divestiture Product; 

11. constituting confidentiality agreements involving the specified Divestiture Product; 

12. involving any royalty, licensing, covenant not to sue, or similar arrangement 
involving the specified Divestiture Product; 

13. pursuant to which a Third Party provides any specialized services necessary to the 
research, Development, manufacture, or distribution of the specified Divestiture 
Product to a Respondent including, but not limited to, consultation arrangements; 
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14. pursuant to which any Third Party collaborates with a Respondent in the 
performance of research, Development, marketing, distribution, or selling of the 
specified Divestiture Product or the Business related to such Divestiture Product; 

15. pursuant to which a Respondent leases buildings or equipment that is subject to 
transfer to the Acquirer pursuant to this Order; and/or 

16. pursuant to which a Respondent licenses Software related to the specified 
Divestiture Product; 

provided, however, that where any such contract or agreement also relates to a Retained 
Product(s), a Respondent shall, at the Acquirer’s option, assign or otherwise make 
available to 
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11. reports of vendors of the components, active pharmaceutical ingredients, excipients, 
packaging components, and detergents used to produce the specified Divestiture 
Product that relate to the design, specifications, degradation, chemical interactions, 
testing, and historical trends of the production of the specified Divestiture Product; 

12. 
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6. trade secrets, know-how, techniques, data, inventions, practices, methods, and other 
confidential or proprietary technical, business, research, Development, and other 
information; and 

7. rights to obtain and file for patents, trademarks, and copyrights and registrations 
thereof, and to bring suit against a Third Party for the past, present, or future 
infringement, misappropriation, dilution, misuse, or other violation of any of the 
foregoing; 

provided, however, that “Product Intellectual Property” does not include the corporate 
names or corporate trade dress of “Integra”, “Johnson & Johnson”, “Codman”, or the 
related corporate logos thereof; or the corporate names or corporate trade dress of any 
other corporations or companies owned or controlled by a Respondent or the related 
corporate logos thereof; or general registered images or symbols by which Integra or 
Johnson & Johnson can be identified or defined. 
 

QQQ. “Product Licensed Intellectual Property” means all of the following intellectual property 
related to a Divestiture Product that is owned, licensed, held, or controlled by a 
Respondent as of the Closing Date, as follows:   

1. Patents that are related to a Divestiture Product that a Respondent can demonstrate  
have been used, prior to the Acquisition Date, for any Retained Product that is the 
subject of an active Application; and  

2. Copyrights, Software, Trademarks, Trade Dress, trade secrets, know-how, 
techniques, data, inventions, practices, methods, and other confidential or 
proprietary technical, business, research, Development, and other information, and 
all rights in the 
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2. any agreement between a Respondent 
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information contained on any Website; provided, however, that “Software” does not 
include software that is readily purchasable or licensable from sources other than the 
Respondents and which has not been modified in a manner material to the use or function 
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a. manufacture the specified Divestiture Product in the quality and quantities 
achieved by a Respondent
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HHHH. “Ventricular Tunnel Catheters” are one of the components of Intracranial Pressure 
Monitoring Syste
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B. Prior to the Closing Date for each respective Divestiture Product, Respondents shall 
provide the Acquirer with the opportunity to review all contracts or agreements that are 
Product Contracts related to the Divestiture Products being acquired by that Acquirer for 
the purposes of the Acquirer’s determination whether to assume such contracts or 
agreements. 

C. Prior to the Closing Date, Respondents shall secure all consents and waivers from all 
Third Parties that are necessary to permit Respondents to divest the Divestiture Product 
Assets to an Acquirer, and to permit the relevant Acquirer to continue the Business of the 
Divestiture Products being acquired by that Acquirer; 

provided, however, Respondents may satisfy this requirement by certifying that the 
relevant Acquirer for the Divestiture Product Assets has executed all such agreements 
directly with each of the relevant Third Parties, and 

provided, further, that to the extent such consents and waivers cannot be secured prior to 
the Closing Date, Respondents agree to cooperate and provide Acquirer with assistance 
in securing such consents and waivers for a period of eighteen (18) months following the 
Closing Date.   

D. Respondent Integra shall: 

1. Deliver the Fixed Pressure Valve Shunt Systems Equipment to the Acquirer in 
Current Operating Condition; provided however, that, subject to the consent of the 
Acquirer on a piece-by-piece basis, Respondents, at Respondents’ own expense, 
may substitute equipment in Current Operating Condition that: 
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a. in good faith;  

b. in a timely manner, i.e., as soon as practicable, avoiding any delays in 
transmission of the respective information; and  

c. in a manner that ensures its completeness and accuracy and that fully 
preserves its usefulness; 

3. pending complete delivery of all such Confidential Business Information to the 
relevant Acquirer, provide that Acquirer and the Monitor (if any has been 
appointed) with access to all such Confidential Business Information and 
employees who possess or are able to locate such information for the purposes of 
identifying the books, records, and files directly related to the Divestiture Products 
acquired by that Acquirer that contain such Confidential Business Information and 
facilitating the delivery in a manner consistent with this Order; 

4. not use, directly or indirectly, any such Confidential Business Information related to 
the Business of the Divestiture Products other than as necessary to comply with the 
following:   

a. the requirements of this Order;  

b. Respondents’ obligations to each respective Acquirer under the terms of 
any related Remedial Agreement; or  

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 Monitor (if any has been appointed) and except to 
the extent necessary to comply with applicable Law;  

6. ensure that Confidential Business Information related exclusively to the Divestiture 
Products is not disseminated among the employees of the Respondents; and 

7. after the delivery of the Confidential Business Information to Acquirer of the 
particular Divestiture Products and upon request of that Acquirer, destroy any 
copies of Confidential Business Information exclusively related to the particular 
Divestiture Products acquired by that Acquirer (other than electric copies of 
Confidential Business Information created as a result of automatic back-up 
procedures) within thirty (30) days of such request except as otherwise agreed to 
between the Respondents and the Acquirer or to the extent necessary to comply 
with applicable L
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F. Respondents shall provide, or cause to be provided, to 
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I. 
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5. agree to hold harmless and indemnify the Acquirer for any liabilities or loss of 
profits resulting from the failure of any Contract Manufacture Product to be 
delivered in a timely manner unless (i) the supplying Respondent can demonstrate 
that the failure was beyond the control of that Respondent and in no part the result 
of negligence or willful misconduct by that Respondent, and (ii) the supplying 
Respondent is able to cure the supply failure not later than thirty (30) days after the 
rece



30 
 

Products acquired by that Acquirer in the same quality achieved by, or on behalf of, 
a Respondent and in commercial quantities, and in a manner consistent with cGMP, 
independently of the supplying Respondent and sufficient to satisfy management of 
the Acquirer that its personnel (or the Manufacturing Designee’s personnel) are 
adequately trained in the manufacture of the Contract Manufacture Products. 

The foregoing requirements to Contract Manufacture shall remain in effect with respect 
to each Contract Manufacture Product until the earliest of: (i) the date the Acquirer (or 
the Manufacturing Designee(s) of that Acquirer) is approved by the FDA to manufacture 
such Contract Manufacture Product for sale in the United States and able to manufacture 
such Contract Manufacture Product in commercial quantities, in a manner consistent with 
cGMP, independently of the supplying Respondent; (ii) the date the Acquirer notifies the 
Commission and the supplying Respondent of its intention to abandon its efforts to 
manufacture the relevant Contract Manufacture Product; (iii) the date of written 
notification from staff of the Commission that the Monitor, in consultation with staff of 
the Commission, has determined that the Acquirer has abandoned its efforts to 
manufacture the relevant Contract Manufacture Product; or, for any Contract 
Manufacturing Product, excluding Cranial Access Kits, (iv) five (5) years after the 
Closing Date. 

J. Respondents shall designate employees of Respondents knowledgeable about the 
marketing, distribution, warehousing, and sale (including administrative logistics of sales 
to the respective High Volume Accounts) related to each of the Divestiture Products to 
assist the Acquirer, in the transfer and integration of the Business related to the 
Divestiture Products into that Acquirer’s business unless such employees of the 
Respondents are hired by that Acquirer in connection with the Acquirer’s acquisition of 
the Divestiture Product(s). 

K. Respondents shall require, as a condition of continued employment post-divestiture of the 
Divestiture Product Assets, that each employee that has had responsibilities related to the 
marketing or sales of the Divestiture Products within the one (1) year period prior to the 
Closing Date, and each employee that has responsibilities related to the marketing or 
sales of those Retained Products that perform the same or similar function as the 
Divestiture Products, in each case who have or may have had access to Confidential 
Business Information, and the direct supervisor(s) of any such employee, sign a 
confidentiality agreement pursuant to which that employee shall be required to maintain 
all Confidential Business Information related to the Divestiture Products as strictly 
confidential, including the nondisclosure of that information to all other employees, 
executives, or other personnel of the Respondents (other than as necessary to comply 
with the requirements of this Order).  

L. Not later than thirty (30) days after the Closing Date, Respondents shall provide written 
notification of the restrictions on the use and disclosure of the Confidential Business 
Information related to the Divestiture Products by that Respondent’s personnel to all of 
its employees who (i) may be in possession of such Confidential Business Information or 
(ii) may have access to such Confidential Business Information.  Respondents shall give 



31 
 

the above-
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1. Respondents shall take actions as are necessary to:  

a. maintain the full economic viability and marketability of the Businesses 
associated with that Divestiture Product; 

b. minimize any risk of loss of competitive potential for that Business; 

c. prevent the destruction, removal, wasting, deterioration, or impairment of 
any of the assets related to that Divestiture Product; 

d. ensure the assets related to each Divestiture Product are provided to the 
relevant Acquirer in a manner without disruption, delay, or impairment of 
the regulatory approval processes related to the Business associated with 
each Divestiture Product; 

e. ensure the completeness of the transfer and delivery of the Manufacturing 
Technology; and 

2. Respondents shall not sell, transfer, encumber, or otherwise impair the Divestiture 
Product Assets (other than in the manner prescribed in this Order), nor take any 
action that lessens the full economic viability, marketability, or competitiveness of 
the Businesses related to that Divestiture Product. 

O. Respondents shall not, in the United States of America: 

1. use any of the Trademarks related to Divestiture Products or any mark confusingly 
similar to the Trademarks as a trademark, tradename, or service mark except as 
may be necessary to sell inventory of Divestiture Products in existence as of the 
Acquisition Date or as otherwise specifically permitted by the Acquirer of the 
relevant Divestiture Product; 

2. attempt to register the Trademarks; 

3. attempt to register any mark confusingly similar to the Trademarks; 

4. challenge or interfere with an Acquirer’s use and registration of the Trademarks 
acquired by that Acquirer; or 

5. challenge or interfere with an Acquirer’s efforts to enforce its trademark 
registrations for and trademark rights in the relevant Trademarks against Third 
Parties. 

P. Upon reasonable written notice and request from an Acquirer to Respondents, 
Respondents shall provide, in a timely manner, at no greater than Direct Cost, assistance 
of knowledgeable employees of Respondents to assist that Acquirer to defend against, 
respond to, or otherwise participate in any litigation brought by a Third Party related to 
the Product Intellectual Property related to any of the Divestiture Product(s) acquired by 
that Acquirer, if such litigation would have the potential to interfere with that Acquirer’s 
freedom to practice the following: (i) the research, Development, or manufacture 
anywhere in the world of the Divestiture Product(s) acquired by that Acquirer for the 
purposes of marketing, sale, or offer for sale within the United States of America of such 
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Divestiture Product(s); or (ii) the import, export, use, supply, distribution, sale, or offer 
for sale of the Divestiture Product(s) acquired by that Acquirer, into, from, or within the 
United States of America.  

Q. For any patent infringement suit filed prior to the Closing Date in which a Respondent is 
alleged to have infringed a Patent of a Third Party or any potential patent infringement 
suit from a Third Party that a Respondent has prepared or is preparing to defend against 
as of the Closing Date, and where such a suit would have the potential directly to limit or 
interfere with the relevant Acquirer’s freedom to practice the following: (i) the research, 
Development, or manufacture anywhere in the world of the Divestiture Product(s) 
acquired by that Acquirer for the purposes of marketing, sale, or offer for sale within the 
United States of America of such Divestiture Product(s); or (ii) the import, export, use, 
supply, distribution, sale, or offer for sale of the Divestiture Product(s) acquired by that 
Acquirer, into, from, or within the United States of America, that Respondent shall: 

1. cooperate with that Acquirer and provide any and all necessary technical and legal 
assistance, documentation, and witnesses from that Respondent in connection with 
obtaining resolution of any pending patent litigation related to that Divestiture 
Product; 

2. waive conflicts of interest, if any, to allow that Respondent’s outside legal counsel 
to represent that Acquirer in any ongoing patent litigation related to that Divestiture 
Product; and 

3. permit the transfer to that Acquirer of all of the litigation files and any related 
attorney work product in the possession of that Respondent’s outside counsel 
related to that Divestiture Product. 

R. The purpose of the divestiture of the Divestiture Product Assets and the provision of the 
related Manufacturing Technology and the related obligations imposed on the 
Respondents by this Order is:  

1. to ensure the continued use of such assets for the purposes of the Business 
associated with each Divestiture Product within the United States of America; 

2. to create a viable and effective competitor that is independent of Respondents in the 
Business of each Divestiture Product within the United States of America; and 

3. to remedy the lessening of competition resulting from the Acquisition as alleged in 
the Commission’s Complaint in a timely and sufficient manner. 

III.  

IT IS FURTHER ORDERED that: 
 

A. Edward J. Buthusiem shall serve as Monitor to assure that the Respondents expeditiously 
comply with all of their obligations and perform all of their responsibilities as required by 
this Order, the Order to Maintain Assets, and the Remedial Agreements. 
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B. No later than one (1) day after the Acquisition Date, Respondents shall enter into the 
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D. The Monitor shall serve, without bond or other security, at the expense of Respondent 
Integra, on such reasonable and customary terms and conditions as the Commission may 
set.  The Monitor shall have authority to employ, at the expense of Respondent Integra, 
such consultants, accountants, attorneys, and other representatives and assistants as are 
reasonably necessary to carry out the Monitor’s duties and responsibilities. 

E. Respondents shall indemnify the Monitor and hold the Monitor harmless against any 
losses, claims, damages, liabilities, or expenses arising out of, or in connection with, the 
performance of the 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 Monitor. 

F. Respondents shall report to the Monitor in accordance with the requirements of this 
Order and as otherwise provided in any agreement approved by the Commission.  The 
Monitor shall evaluate the reports submitted to the Monitor by a Respondent, and any 
reports submitted by the Acquirer with respect to the performance of a Respondent’s 
obligations under the Order or the Remedial Agreement(s).  Within thirty (30) days after 
the date the Monitor receives these reports, the Monitor shall report in writing to the 
Commission concerning performance by Respondents of their obligations under the 
Order; provided, however, beginning ninety (90) days after Respondents have filed their 
final report pursuant to Paragraph VII.C., and ninety (90) days thereafter, the Monitor 
shall report in writing to the Commission concerning progress by the Acquirer or the 
Acquirer’s Manufacturing Designee toward obtaining FDA approval to manufacture each 
Divestiture Product and obtaining the ability to manufacture each Divestiture Product in 
commercial quantities, in a manner consistent with cGMP, independently of 
Respondents. 

G. Respondents may require the Monitor and each of the Monitor’s consultants, accountants, 
attorneys, and other representatives and assistants to sign a customary confidentiality 
agreement; provided, however, that such agreement shall not restrict the Monitor from 
providing any information to the Commission. 

H. The Commission may, among other things, require the Monitor and each of the Monitor’s 
consultants, accountants, attorneys, and other representatives and assistants to sign an 
appropriate confidentiality agreement related to Commission materials and information 
received in connection with the performance of the Monitor’s duties. 

I. If the Commission determines that the Monitor has ceased to act or failed to act 
diligently, the Commission may appoint a substitute Monitor in the same manner as 
provided in this Paragraph. 

J. The Commission may on its own initiative, or at the request of the Monitor, issue such 
additional orders or directions as may be necessary or appropriate to assure compliance 
with the requirements of the Order. 
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K. The Monitor appointed pursuant to this Order may be the same Person appointed as a 
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2. The Divestiture Trustee shall have one (1) year after the date the Commission 
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a commission arrangement contingent on the divestiture of all of the relevant assets 
that are required to be divested by this Order. 

6. Respondents shall indemnify the Divestiture Trustee and hold the Divestiture 
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 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 Respondents and to the 
Commission every sixty (60) days concerning the Divestiture Trustee’s efforts to 
accomplish the divestiture. 

9. Respondents may require the Divestiture Trustee and each of the Divestiture 
Trustee’s consultants, accountants, attorneys, and other representatives and 
assistants to sign a customary confidentiality agreement; provided, however, that 
such agreement shall not restrict the Divestiture Trustee from providing any 
information to the Commission.  

E. The Commission may, among other things, require the Divestiture Trustee and each of 
the Divestiture Trustee’s consultants, accountants, attorneys, and other representatives 
and assistants to sign an appropriate confidentiality agreement related to Commission 
materials and information received in connection with the performance of the Divestiture 
Trustee’s duties. 

F. If the Commission determines that a Divestiture Trustee has ceased to act or failed to act 
diligently, the Commission may appoint a substitute Divestiture Trustee in the same 
manner as provided in this Paragraph. 

G. The Commission or, in the case of a court-appointed Divestiture Trustee, the court, may 
on its own initiative or at the request of the Divestiture Trustee issue such additional 
orders or directions as may be necessary or appropriate to accomplish the divestiture(s) 
required by this Order. 

V.  

 IT IS FURTHER ORDERED that, in addition to any other requirements and 
prohibitions relating to Confidential Business Information in this Order, each Respondent shall 
assure that its own counsel (including its own in-house counsel under appropriate confidentiality 
arrangements) shall not retain unredacted copies of documents or other materials provided to an 
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Acquirer or access original documents provided to an Acquirer, except under circumstances 
where copies of documents are insufficient or otherwise unavailable, and for the following 
purposes: 
 

A. to assure such Respondent’s compliance with any Remedial Agreement, this Order, any 
Law (including, without limitation, any requirement to obtain regulatory licenses or 
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E. Respondents shall not seek, directly or indirectly, pursuant to any dispute resolution 
mechanism incorporated in any Remedial Agreement, or in any agreement related to any 
of the Divestiture Products, a decision the result of which would be inconsistent with the 
terms of this Order or the remedial purposes thereof. 

F. Respondents 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.
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VIII.  

  IT IS FURTHER ORDERED that Respondents shall notify the Commission at least 
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2. transferred or otherwise provided all rights, assets or other resources that were 
owned or controlled by Johnson & Johnson prior to the Acquisition and necessary 
for Integra to provide the technical services and assistance to the Acquirer; and 

3. secured all consents and waivers from all Third Parties that are necessary to divest 
the Divestiture Assets to an Acquirer or certified that the Acquirer has executed all 
such agreements directly with each of the relevant Third Parties; 

C. with respect to any Product Licensed Intellectual Property, Johnson & Johnson has 
granted or otherwise provided the rights to use such intellectual property either directly to 
the Acquirer, or to Integra for the purposes of providing such rights to the Acquirer; and 

D. Johnson & Johnson certifies to the Commission that all of the above-described 
acquisitions and transfers have occurred and all of the above-described consents and 
waivers from Third Parties have been provided to the Acquirer. 

XI.  

       IT IS FURTHER ORDERED that this Order shall terminate on the date ten (10) years 
after the Order Date. 

 By the Commission.   
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