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UNITED STATES OF AMERICA 
BEFORE FEDERAL TRADE COMMISSION 

COMMISSIONERS: Deborah Platt Majoras, Chairman 
Thomas B. Leary 
Pamela Jones Harbour 
Jon Leibowitz 

) 





whereby NOVARTIS agreed to acquire 60,000,000 shares of Eon from SANTO for 
approximately Euro 1.3 billion in cash. 

G. “Acquisition Date” means the date the Acquisition is consummated. 

H. “Agency(ies)” means any governmental regulatory authority or authorities in the United 
States 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, but is not limited to, the 
United States Food and Drug Administration (“FDA”). 

I. “AMIDE” means AMIDE PHARMACEUTICAL, INC., a corporation organized, 
existing, and doing business under and b



2. an entity approved by the Commission to acquire assets that Respondent 
NOVARTIS is required to divest, grant, license, deliver or otherwise convey 
pursuant to this Order. 

N. “Confidential Business Information” means all information owned by, or in the 
possession or control of, Respondent NOVARTIS that is not in the public domain. 

O. “Contract Manufacture” means the manufacture of a Product to be supplied by 
Respondent NOVARTIS (or a Designee specifically identified in this Order) to the 
Commission-approved Acquirer. 

P. “Day(s)” means the period of time prescribed under this Order as computed pursuant to 
16 C.F.R. § 4.3 (a). 

Q. “Designee” means any Person other than Respondent NOVARTIS designated by the 
Commission-approved Acquirer. 

R. “Desipramine” means the chemical substance known by the international non-proprietary 
name desipramine and/or all pharmaceutically active derivatives thereof including, 
without limitation, esters, salts, hydrates, solvates, polymorphs, prodrugs, metabolites 
and isomers thereof and all hydrates, solvates, polymorphs, prodrugs and isomers of such 
salts, as manufactured, marketed and sold by SANTO under ANDA numbers 74-430, 71
601, 71-588, 71-602, and 71-766 at any time during the six months preceding the 
Acquisition Date. 

S. “Desipramine Assets” means all of Respondent NOVARTIS’ rights, title and interest in 
and to all assets, tangible and intangible, acquired from SANTO pursuant to the 
Acquisition, related to SANTO’s Desipramine business in the United States to the extent 
legally transferable, including the research, Development, manufacture, distribution, 
marketing or sale of Desipramine, including, without limitation, the following: 

1. all Product Intellectual Property; 

2. all Product Registrations; 

3. all Product Scientific and Regulatory Material; 

4. all Product Manufacturing Technology; 

5. all Confidential Business Information relating to Desipramine; 

6. all Rights of Reference or Use to: (a) the Drug Master Files related to SANTO’s 
Desipramine business in the United States, including, but not limited to, the 
pharmacology and toxicology data contained in all Applications, NDAs, ANDAs, 
SNDAs, SANDAs and MAAs; and (b) information similar to such Drug Master 
Files submitted to any Agency other than the FDA, if such rights exist; 
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7. all Respondent NOVARTIS’ books, records and files related to the foregoing, 
including, but not limited to, the following specified documents: 

a. the Product Registrations; 

b. all pharmacology and toxicology data contained in or related to all 
Applications, Drug Master Files, NDAs, ANDAs, SNDAs, SANDAs and 
MAAs; all data submitted to and all correspondence with the FDA and 
other Agencies; all validation documents and data; including, without 
limitation, clinical data, and quality control histories pertaining to the 
Product owned by, or in the possession or control of, NOVARTIS, or to 
which NOVARTIS has a right of access; 

c. all customer lists, vendor lists, catalogs, sales promotion literature, 
advertising materials, research materials, technical information, dedicated 
management information systems, specifications, designs, drawings, 
processes and quality control data, all in a form and to an extent deemed 
satisfactory by the Commission-approved Acquirer; 

d. all customer purchase orders, customer product specifications and 
requirements, records of historical customer purchases, customer 
correspondence, customer information, invoices, payment records, 
customer records, and customer files, all in a form and to an extent 
deemed satisfactory by the Commission-approved Acquirer; 

8. all unfilled customer orders relating to Desipramine as of the Closing Date (a list 
of such orders is to be provided to the Commission-approved Acquirer within two 
(2) Days after the Closing Date); and, 

9. at the Commission-approved Acquirer’s option, and subject to the approval of the 
Commission: 

a. any Product Contracts; and, 

b. all Desipramine inventories, stores, and supplies held by, or under the 
control of, NOVARTIS, including, but not limited to, the active 
pharmaceutical ingredient, goods in process, finished goods, and specific 
packaging and labels. 

Provided, however, that “Desipramine Assets” does not include: (i) any real property; (ii) any 
personal property; (iii) any plant or other facility; (iv) any equipment; or (v) any asset or 
business owned by NOVARTIS prior to the Acquisition Date. 

T. “Development” means all preclinical and clinical drug development activities, including 
test method development and stability testing, toxicology, bioequivalency, formulation, 
process development, manufacturing scale-up, development-stage manufacturing, quality 
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assurance/quality control development, statistical analysis and report writing, conducting 
clinical trials for the purpose of obtaining any and all approvals, licenses, registrations or 
authorizations from any Agency necessary for the manufacture, use, storage, import, 
export, transport, promotion, marketing and sale of a Product, Product approval and 
registration, and regulatory affairs related to the foregoing.  “Develop” means to engage 
in Development. 

U. “Direct Cost” means the cost of direct labor, direct material used and direct out-of-pocket 
costs incurred to provide the relevant assistance or service. 

V. “Divested Assets” means the Desipramine Assets, Orphenadrine Citrate ER Assets, and 
Rifampin Assets. 

W. “Divestiture Trustee” means a trustee appointed by the Commission pursuant to the 
relevant provisions of this Order. 

X. “Drug Master Files” means the information submitted to the FDA as described in 21 
C.F.R. Part 314.420 related to a Product. 

Y. “Final Finished Form” means a Product packaged in final form and ready for sale by the 
Commission-approved Acquirer to the Commission-approved Acquirer’s ultimate 
customer (other than for the addition of the Commission-approved Acquirer’s specific 
packaging and/or labeling). 

Z. “Governmental Entity” means any Federal, state or local government or any court, 
legislature, governmental agency or governmental commission or any judicial or 
regulatory authority in the United States. 

AA. “Interim Monitor” means a monitor appointed by the Commission pursuant to Paragraph 
V. of this Order. 

BB. “Orphenadrine Citrate ER” means the chemical substance known by the international 
non-proprietary name orphenadrine citrate and/or all pharmaceutically active derivatives 
thereof including, without limitation, esters, salts, hydrates, solvates, polymorphs, 
prodrugs, metabolites and isomers thereof and all hydrates, solvates, polymorphs, 
prodrugs and isomers of such salts; and includes extended release formulations of 
orphenadrine citrate, as manufactured, marketed and sold by NOVARTIS under ANDA 
number 40-284 at any time during the six months preceding the Acquisition Date. 

CC. “Orphenadrine Citrate ER Assets” means all of Respondent NOVARTIS’ rights, title and 
interest in and to all assets, tangible and intangible, in existence on the day preceding the 
Acquisition Date, related to NOVARTIS’ Orphenadrine Citrate ER business in the 
United States to the extent legally transferable, including the research, Development, 
manufacture, distribution, marketing or sale of Orphenadrine Citrate ER, including, 
without limitation, the following: 
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1. all Product Intellectual Property; 

2. all Product Registrations; 

3. all Product Scientific and Regulatory Material; 

4. all Product Manufacturing Technology; 

5. all Confidential Business Information relating to Orphenadrine Citrate ER; 

6. all Rights of Reference or Use to:  (a) the Drug Master Files related to 
NOVARTIS’ Orphenadrine Citrate ER business in the United States, including, 
but not limited to, the pharmacology and toxicology data contained in all 
Applications, NDAs, ANDAs, SNDAs, SANDAs and MAAs; and (b) information 
similar to such Drug Master Files submitted to any Agency other than the FDA, if 
such rights exist; 

7. all Respondent E2trag, armaceg,s, NDAsfD	In



9. at the Commission-approved Acquirer’s option, and subject to the approval of the 
Commission: 

a. any Product Contracts; and, 

b. all Orphenadrine Citrate ER inventories, stores, and supplies held by, or 
under the control of, NOVARTIS, including, but not limited to, the active 
pharmaceutical ingredient, goods in process, finished goods, and specific 
packaging and labels. 

Provided, however, that “Orphenadrine Citrate ER Assets” does not include: (i) any real 
property; (ii) any personal property; (iii) any plant or other facility; (iv) any equipment; or 
(v) any asset or business owned by SANTO prior to the Acquisition Date. 

DD. “Patents” means all United States patents and patent applications, in each case existing 
on the Closing Date, and includes all reissues, divisions, continuations, 
continuations-in-part, substitutions, reexaminations, restorations, and/or patent term 
extensions thereof, all inventions disclosed therein, all rights therein provided by 
international treaties and conventions, and all rights to obtain and file for patents and 
registrations thereto in the United States, related to a Product of or owned by Respondent 
on the Closing Date. 

EE. “Person” means any company, natural person, incorporated or unincorporated entity, 
partnership, association, joint venture, government entity, non-profit organization, 
university, trust or other entity, except for NOVARTIS. 

FF. “Product” means each of Desipramine, Orphenadrine Citrate ER and Rifampin. 

GG. “Product Contracts” means all contracts and agreements solely relating to a Product 
between Respondent and any Person. 

HH. “Product Intellectual Property” means all of the following related to the Product(s): 

1. 



7. Rights to sue and recover damages or obtain injunctive relief for infringement, 
dilution, misappropriation, violation, or breach of any of the foregoing; 

provided, however, “Product Intellectual Property” does not include the names “Sandoz,” 
“NOVARTIS,” “Geneva,” “Eon” or the names of any other corporations or companies owned by 
Respondent NOVARTIS or related logos to the extent used on other of SANTO’s or Respondent 
NOVARTIS’ products; however, the right to use the name Rimactane in the United States shall 
be included in Product Intellectual Property related to Rifampin. 

II. “Product Manufacturing Technology” means all technology, trade secrets, know-how, 
and proprietary information (whether patented, patentable or otherwise) related to the 
manufacture, validation, packaging, release testing, stability and shelf life of the Product, 
including all product formulations, product specifications, processes, product designs, 
plans, trade secrets, ideas, concepts, manufacturing, engineering and other manuals and 
drawings, standard operating procedures, flow diagrams, chemical, pharmacological, 
toxicological, pharmaceutical, physical and analytical, safety, efficacy, bioequivalency, 
quality assurance, quality control and clinical data, research records, compositions, 
annual product reviews, process validation reports, analytical method validation reports, 
specifications for stability trending and process controls, testing and reference standards 
for impurities in and degradation of products, technical data packages, chemical and 
physical characterizations, dissolution test methods and results, formulations for 
administration, clinical trial reports, regulatory communications and labeling and all 
other information related to the manufacturing process, and supplier lists, in each case 
with respect to a Product and as in existence and in the possession of Respondent 



2. the appearance, structure, textual or graphical content and/or color scheme of any 
labeling, dosing information, product inserts, storage



2. all Product Registrations; 

3. all Product Scientific and Regulatory Material; 

4. all Product Manufacturing Technology; 

5. all Confidential Business Information relating to Rifampin; 

6. all Rights of Reference or Use to:  (a) the Drug Master Files related to 
NOVARTIS’ Rifampin business in the United States, including, but not limited 
to, the pharmacology and toxicology data contained in all Applications, NDAs, 
ANDAs, SNDAs, SANDAs and MAAs; and (b) information similar to such Drug 
Master Files submitted to any Agency other than the FDA, if such rights exist; 

7. all Respondent NOVARTIS’ books, records and files related to the foregoing, 
including, but not limited to, the following specified documents: 



a. any Product Contracts (including, but not limited to, the Rifampin 
Agreement); and, 

b. all Rifampin inventories, stores, and supplies held by, or under the control 
of, NOVARTIS, including, but not limited to, the active pharmaceutical 
ingredient, goods in process, finished goods, and specific packaging and 
labels. 

Provided, however, that “Rifampin Assets” does not include: (i) any real property; (ii) any 
personal property; (iii) any plant or other facility; (iv) any equipment; or (v) any asset or 
business owned by SANTO prior to the Acquisition Date. 

RR. “Right of Reference or Use” means the authority to rely upon, and otherwise use, an 
investigation for the purpose of obtaining approval of an Application, including the 
ability to make available the underlying raw data from the investigation for FDA audit. 

SS. “Supply Cost” means the manufacturer’s standard per SKU cost of manufacturing and 
packaging the Product including those costs associated with quality control and 
assurance, stability, testing and warehousing; the Supply Cost for Desipramine and 
Orphenadrine Citrate ER is set forth in non-public Appendix II.  “Supply Cost” shall 
expressly exclude any intracompany business transfer profit.  

II. 

IT IS FURTHER ORDERED that: 

A. Not later than ten (10) Days after the Acquisition Date, Respondent NOVARTIS shall 
divest the Desipramine Assets, absolutely and in good faith, to AMIDE pursuant to and 
in accordance with the AMIDE Divestiture Agreement.  The AMIDE Divestiture 
Agreement shall not vary or contradict, or be construed to vary or contradict, the terms of 
this Order, it being understood that nothing in this Order shall be construed to reduce any 
rights or benefits of AMIDE or to reduce any obligations of Respondent NOVARTIS 
under such agreement. 

provided, however, that, if Respondent NOVARTIS has divested the Desipramine Assets 
to AMIDE prior to the date this Order becomes final, and if, at the time the Commission 
determines to make this Order final, the Commission notifies Respondent NOVARTIS 
that: 

1. AMIDE is not an acceptable purchaser of the Desipramine Assets, then 
Respondent shall immediately rescind the transaction with AMIDE and, within 
six (6) months from the date the Order becomes final, shall divest the 
Desipramine Assets to a Commission-approved Acquirer absolutely and in good 
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faith, at no minimum price, and only in a manner that receives the prior approval 
of the Commission; or 

2. the manner in which the divestiture was accomplished is not acceptable, the 
Commission may direct Respondent NOVARTIS, or appoint a Divestiture 
Trustee, pursuant to Paragraph VI. of this Order, to effect such modifications 
(including, but not limited to, entering into additional agreements or 
arrangements) as may be necessary to satisfy the requirements of this Order. 

B. Any Remedial Agreement that has been approved by the Commission between 
Respondent NOVARTIS (or a Divestiture Trustee) and a Commission-approved 
Acquirer of the Desipramine Assets shall be deemed incorporated into this Order, and 
any failure by Respondent NOVARTIS to comply with any term of such Remedial 
Agreement shall constitute a failure to comply with this Order. 

C. Respondent NOVARTIS shall not enforce any agreement against any Person to the 
extent that such agreement may limit or otherwise impair the ability of the Commission-
approved Acquirer to operate the Desipramine Assets as such assets were engaged at the 
time of the announcement of the Acquisition. Such agreements include, but are not 
limited to, agreements with respect to the disclosure of Confidential Business 
Information relating to Desipramine. 

D. Respondent NOVARTIS shall secure, prior to the Closing Date, all consents and waivers 
from all Persons that are necessary for the divestiture of the Desipramine Assets to the 
Commission-approved Acquirer, or for the continued research, Development, 
manufacture, use, import, sale, marketing or distribution of Desipramine in the United 
States by the Commission-approved Acquirer. 

E. Respondent NOVARTIS shall maintain manufacturing facilities for the Desipramine 
finished drug product that are validated, qualified and approved by the FDA, and fully 
capable of producing Desipramine finished drug product and shall Contract Manufacture 
and supply such finished drug product to the Commission-approved Acquirer until the 
earlier of (i) the Commission-approved Acquirer (or the Designee of the Commission-
approved Acquirer) obtains all FDA approvals necessary to manufacture and sell 
Desipramine independently of Respondent NOVARTIS; or (ii) four (4) years from the 
Closing Date for the Desipramine Assets; 

provided, however, the Commission may eliminate, or further limit the duration of, the 
Respondent’s obligation under this provision should the Commission determine that the 
Commission-approved Acquirer is not using commercially reasonable best efforts to 
obtain all FDA approvals necessary to manufacture and sell Desipramine independently 
of Respondent NOVARTIS. 

F. Upon reasonable notice and request from the Commission-approved Acquirer to the 
Respondent NOVARTIS, Respondent NOVARTIS shall provide (in a timely manner and 
at no greater than Direct Cost) to the Commission-approved Acquirer consultation with, 
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assistance, training, and advice from, knowledgeable employees of Respondent 
NOVARTIS with respect to the Development and manufacture of Desipramine that the 
Commission-approved Acquirer might reasonably need in order to receive and use the 
Desipramine Assets in a manner consistent with this Order, and shall continue providing 
such consultation, assistance, training and advice, at the request of the Commission-
approved Acquirer, until the Commission-approved Acquirer (or the Designee of the 
Commission-approved Acquirer) obtains all FDA approvals necessary to manufacture 
and sell Desipramine independently of Respondent NOVARTIS; provided, however, 
Respondent NOVARTIS’ obligation to provide such assistance as required by this 
paragraph shall not exceed four (4) years from the last Closing Date relating to 
Desipramine. 

G. Upon request of the Commission-approved Acquirer and subject to the approval of the 
Commission, Respondent NOVARTIS shall include in any Remedial Agreement the 
following provisions: 

1. Respondent NOVARTIS shall Contract Manufacture and deliver to the 
Commission-approved Acquirer, in a timely manner and under reasonable terms 
and conditions, a supply of Desipramine in Final Finished Form, at Respondent 
NOVARTIS’ Supply Cost, EXW (Incoterms 2000) the manufacturing facility, for 
a period of time sufficient to allow the Commission-approved Acquirer (or the 
Designee of the Commission-approved Acquirer) to obtain all FDA approvals 
necessary to manufacture and sell Desipramine independently of Respondent 
NOVARTIS; provided, however, Respondent NOVARTIS’ obligation to Contract 
Manufacture shall not exceed four (4) years from the last Closing Date relating to 
Desipramine; provided further, however, that commencing nineteen (19) months 
after the last Closing Date relating to Desipramine, Respondent NOVARTIS’ 
supply of Desipramine to the Commission-approved Acquirer may be at a price 
that is increased by ten (10) percent per year above Respondent NOVARTIS’ 
Supply Cost. 

2. For the term of the Contract Manufacture related to Desipramine, Respondent 
NOVARTIS will make inventory of Desipramine available for sale or resale only 
to the Commission-approved Acquirer (not for use in Respondent NOVARTIS’ 
own business after the Acquisition Date); provided, however, nothing in this 
Order shall prohibit Respondent NOVARTIS from researching, developing, 
manufacturing, using, importing, selling, marketing or distributing products that 
compete with Desipramine. 

3. Respondent NOVARTIS’ obligation to supply Desipramine to the Commission-
approved Acquirer pursuant to the terms of the Remedial Agreement shall take 
priority over the manufacture and supply of any product for Respondent 
NOVARTIS’ own use or sale. 
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J. Respondent NOVARTIS shall take all necessary steps to maintain the confidentiality of 
the Confidential Business Information relating to Desipramine.  Provided, further, that: 

1. Except as permitted under the Remedial Agreement or this Order, Respondent 
NOVARTIS shall not (i) provide, disclose, or otherwise make available any 
Confidential Business Information relating to Desipramine to any Person or (ii) 
use any Confidential Business Information relating to Desipramine for any reason 
or purpose; 

2. Nothing in this Order prohibits Respondent NOVARTIS from disclosing 
Confidential Business Information relating to Desipramine if required by United 
States federal or state law, regulation, court order, or subpoena; provided, 
however, that Respondent NOVARTIS shall use its reasonable best efforts to 
protect the confidentiality of such information, including, but not limited to, 
obtaining a protective order during an adjudication; and 

3. If disclosure of any Confidential Business Information relating to Desipramine is 
permitted under this Order, Respondent NOVARTI 0 TdNOJ. 

J.



III. 

IT IS FURTHER ORDERED that: 



Assets to the Commission-approved Acquirer, or for the continued research, 
Development, manufacture, use, import, sale, marketing or distribution of Orphenadrine 
Citrate ER in the United States by the Commission-approved Acquirer. 

E. Respondent NOVARTIS shall maintain manufacturing facilities for the Orphenadrine 
Citrate ER finished drug product that are validated, qualified and approved by the FDA, 
and fully capable of producing Orphenadrine Citrate ER finished drug product and shall 
Contract Manufacture and supply such finished drug product to the Commission-
approved Acquirer until the earlier of (i) the Commission-approved Acquirer (or the 
Designee of the Commission-approved Acquirer) obtains all FDA approvals necessary to 
manufacture and sell Orphenadrine Citrate ER independently of Respondent 
NOVARTIS; or (ii) six (6) years from the last Closing Date for the Orphenadrine Citrate 
ER Assets; 

provided, however, the Commission may eliminate, or further limit the duration of, the 
Respondent’s obligation under this provision should the Commission determine that the 
Commission-approved Acquirer is not using commercially reasonable best efforts to 
obtain all FDA approvals necessary to manufacture and sell Orphenadrine Citrate ER 
independently of Respondent NOVARTIS. 

F. Upon reasonable notice and request from the Commission-approved Acquirer to the 
Respondent NOVARTIS, Respondent NOVARTIS shall provide (in a timely manner and 
at no greater than Direct Cost) to the Commission-approved Acquirer consultation with, 
assistance, training, and advice from, knowledgeable employees of Respondent 
NOVARTIS with respect to the Development and manufacture of Orphenadrine Citrate 
ER that the Commission-approved Acquirer might reasonably need in order to receive 
and use the Orphenadrine Citrate ER Assets in a manner consistent with this Order, and 
shall continue providing such consultation, assistance, training and advice, at the request 
of the Commission-approved Acquirer, until the Commission-approved Acquirer (or the 
Designee of the Commission-approved Acquirer) obtains all FDA approvals necessary to 
manufacture and sell Orphenadrine Citrate ER independently of Respondent 
NOVARTIS; provided, however, Respondent NOVARTIS’ obligation to provide such 
assistance as required by this paragraph shall not exceed six (6) years from the last 
Closing Date relating to Orphenadrine Citrate ER; 

G. Upon request of the Commission-approved Acquirer and subject to the approval of the 
Commission, Respondent NOVARTIS shall include in any Remedial Agreement the 
following provisions: 

1. Respondent NOVARTIS shall Contract Manufacture and deliver to the 
Commission-approved Acquirer, in a timely manner and under reasonable terms 
and conditions, a supply of Orphenadrine Citrate ER in Final Finished Form, at 
Respondent NOVARTIS’ Supply Cost, EXW (Incoterms 2000) the 
manufacturing facility, for a period of time sufficient to allow the Commission-
approved Acquirer (or the Designee of the Commission-approved Acquirer) to 
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obtain all FDA approvals necessary to manufacture and sell Orphenadrine Citrate 
ER independently of Respondent NOVARTIS; provided, however, Respondent 
NOVARTIS’ obligation to Contract Manufacture shall not exceed six (6) years 
from the last Closing Date relating to Orphenadrine Citrate ER; provided further, 
however, that commencing twenty-nine (29) months after the last Closing Date 
relating to Orphenadrine Citrate ER, Respondent NOVARTIS’ supply of 
Orphenadrine Citrate ER to the Commission-approved Acquirer may be at a price 
that is increased by ten (10) percent per year above Respondent NOVARTIS’ 
Supply Cost. 

2. For the term of the Contract Manufacture related to Orphenadrine Citrate ER, 
Respondent NOVARTIS will make inventory of Orphenadrine Citrate ER 
available for sale or resale only to the Commission-approved Acquirer (not for 
use in Respondent NOVARTIS’ own business after the Acquisition Date); 
provided, however, nothing in this Order shall prohibit Respondent NOVARTIS 
from researching, developing, manufacturing, using, importing, selling, marketing 
or distributing products that compete with Orphenadrine Citrate ER. 

3. Respondent NOVARTIS’ obligation to supply Orphenadrine Citrate ER to the 
Commission-approved Acquirer pursuant to the terms of the Remedial Agreement 
shall take priority over the manufacture and supply of any product for Respondent 
NOVARTIS’ own use or sale. 

4. Respondent NOVARTIS shall make representations and warranties to the 
Commission-approved Acquirer that the Orphenadrine Citrate ER supplied 
through Contract Manufacture pursuant to the Remedial Agreement meets current 
good manufacturing practices of the FDA, as set forth in 21 C.F.R. Parts 210 and 
211. Respondent NOVARTIS shall agree to indemnify, defend and hold the 
Commission-approved Acquirer harmless from any and all suits, claims, actions, 
demands, liabilities, expenses or losses alleged to result from the failure of the 
Orphenadrine Citrate ER supplied to the Commission-approved Acquirer 
pursuant to the Remedial Agreement by Respondent NOVARTIS to meet such 
specifications. This obligation shall be contingent upon the Commission-
approved Acquirer giving Respondent NOVARTIS prompt, adequate notice of 
such claim and cooperating fully in the defense of such claim.  The Remedial 
Agreement shall be consistent with the obligations assumed by Respondent 
NOVARTIS under this Order; 

provided, however, Respondent NOVARTIS may reserve the right to control the 
defense of any such litigation, including the right to settle the litigation, so long as 
such settlement is consistent with Respondent NOVARTIS’ responsibilities to 
supply Orphenadrine Citrate ER in the manner required by this Order; 

provided further, however



negligent of the Commission-approved Acquirer



approved Acquirer that its personnel (or the Designee’s personnel) are 
adequately trained in the manufacture of Orphenadrine Citrate ER. 

H. Respondent NOVARTIS shall delete Orphenadrine Citrate ER from any customer 
contracts in effect as of the Closing Date that are not divested to the Commission-
approved Acquirer. 

I. Not later than ten (10) Days after the Closing Date, Respondent NOVARTIS shall begin 
to deliver to the Commission-approved Acquirer, at Respondent NOVARTIS’ expense, 
copies of all Confidential Business Information relating to Orphenadrine Citrate ER.  Not 
later than one hundred eighty (180) Days after the Closing Date, Respondent 
NOVARTIS shall complete delivery of all such Confidential Business Information 
relating to Orphenadrine Citrate ER to the Commission-approved Acquirer and certify to 
the Commission that such delivery has occurred in accordance with this Order. 
Respondent NOVARTIS shall deliver such Confidential Business Information relating to 
Orphenadrine Citrate ER as follows: (1) in good faith; (2) as soon as practicable, 
avoiding any delays in transmission of such information; and (3) in a manner that insures 
its completeness and accuracy and that fully preserves its usefulness.  Pending complete 
delivery of all such Confidential Business Information relating to Orphenadrine Citrate 
ER to the Commission-approved Acquirer, Respondent NOVARTIS shall provide the 
Interim Monitor (if any has been appointed) with reasonable access to all such 
Confidential Business Information relating to Orphenadrine Citrate ER and employees 
who possess or are able to locate such information for the purposes of identifying the 
books, records, and files related to the Orphenadrine Citrate ER Assets that contain such 
Confidential Business Information and facilitating the delivery in a manner consistent 
with this Order. 

J. Respondent NOVARTIS shall take all necessary steps to maintain the confidentiality of 
the Confidential Business Information relating to Orphenadrine Citrate ER.  Provided, 
further, that: 

1. Except as permitted under the Remedial Agreement or this Order, Respondent 
NOVARTIS shall not (i) provide, disclose, or otherwise make available any 
Confidential Business Information relating to Orphenadrine Citrate ER to any 
Person or (ii) use any Confidential Business Information relating to Orphenadrine 
Citrate ER for any reason or purpose; 

2. Nothing in this Order prohibits Respondent NOVARTIS from disclosing 
Confidential Business Information relating to Orphenadrine Citrate ER if required 
by United States federal or state law, regulation, court order, or subpoena; 
provided, however, that Respondent NOVARTIS shall use its reasonable best 
efforts to protect the confidentiality of such information, including, but not 
limited to, obtaining a protective order during an adjudication; and 



3. If disclosure of any Confidential Business Information relating to Orphenadrine 
Citrate ER is permitted under this Order, Respondent NOVARTIS shall provide, 
disclose, or otherwise make available such information (i) only to those Persons 
who require such information for the permitted purposes, (ii) only to the extent 
that such Confidential Business Information is required, and (iii) only to those 
Persons who agree in writing or otherwise are required to maintain the 
confidentiality of such information. 

K. Pending the divestiture of the Orphenadrine Citrate ER Assets, Respondent NOVARTIS 
shall take such actions as are necessary to maintain the full economic viability, 
marketability and competitiveness of the business associated with the Orphenadrine 
Citrate ER Assets, to minimize any risk of loss of competitive potential for the business 
associated with the Orphenadrine Citrate ER Assets, and to prevent the destruction, 
removal, wasting, deterioration, or impairment of any of the Orphenadrine Citrate ER 
Assets except for ordinary wear and tear. 

L. The purpose of the divestiture of the Orphenadrine Citrate ER Assets to a Commission-
approved Acquirer is to create an independent, viable and effective competitor in the 
relevant markets in which the Orphenadrine Citrate ER Assets were engaged at the time 
of the announcement of the Acquisition, and to remedy the lessening of competition 
resulting from the Acquisition as alleged in the Commission’s Complaint. 

IV. 

IT IS FURTHER ORDERED that: 

A. Not later than ten (10) Days after the Acquisition Date, Respondent NOVARTIS shall 
divest the Rifampin Assets, absolutely and in good faith, to AMIDE pursuant to and in 
accordance with the AMIDE Divestiture Agreement.  The AMIDE Divestiture 
Agreement shall not vary or contradict, or be construed to vary or contradict, the terms of 
this Order, it being understood that nothing in this Order shall be construed to reduce any 
rights or benefits of AMIDE or to reduce any obligations of Respondent NOVARTIS 
under such agreement. 

provided, however, that, if Respondent NOVARTIS has divested the Rifampin Assets to 
AMIDE prior to the date this Order becomes final, and if, at the time the Commission 
determines to make this Order final, the Commission notifies Respondent NOVARTIS 
that: 

1. AMIDE is not an acceptable purchaser of the Rifampin Assets, then Respondent 
shall immediately rescind the transaction with AMIDE and, within six (6) months 
from the date the Order becomes final, shall divest the Rifampin Assets to a 
Commission-approved Acquirer absolutely and in good faith, at no minimum 
price, and only in a manner that receives the prior approval of the Commission; or 
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2. the manner in which the divestiture was accomplished is not acceptable, the 
Commission may direct Respondent NOVARTIS, or appoint a Divestiture 
Trustee, pursuant to Paragraph VI. of this Order, to effect such modifications 
(including, but not limited to, entering into additional agreements or 
arrangements) as may be necessary to satisfy the requirements of this Order. 

B. Any Remedial Agreement that has been approved by the Commission between 
Respondent NOVARTIS (or a Divestiture Trustee) and a Commission-approved 
Acquirer of the Rifampin Assets shall be deemed incorporated into this Order, and any 
failure by Respondent NOVARTIS to comply with any term of such Remedial 
Agreement shall constitute a failure to comply with this Order. 

C. Respondent NOVARTIS shall not enforce any agreement against any Person to the 
extent that such agreement may limit or otherwise impair the ability of the Commission-
approved Acquirer to operate the Rifampin Assets as such assets were engaged at the 
time of the announcement of the Acquisition. Such agreements include, but are not 
limited to, agreements with respect to the disclosure of Confidential Business 
Information relating to Rifampin. 

D. Respondent NOVARTIS shall secure, prior to the Closing Date, all consents and waivers 
from all Persons that are necessary for the divestiture of the Rifampin Assets to the 
Commission-approved Acquirer, or for the continued research, Development, 
manufacture, use, import, sale, marketing or distribution of Rifampin in the United States 
by the Commission-approved Acquirer.  If Respondent NOVARTIS assigns the 
Rifampin Agreement, its obligations under this Paragraph IV.D. include, but are not 
limited to, obtaining all consents and waivers from all Persons necessary to effect the 
assignment of the Rifampin Agreement in aoment of tapproved A
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in a manner that insures its completeness and accuracy and that fully preserves its 
usefulness. Pending complete delivery of all such Confidential Business Information 
relating to Rifampin to the Commission-approved Acquirer, Respondent NOVARTIS 
shall provide the Interim Monitor (if any has been appointed) with reasonable access to 
all such Confidential Business Information relating to Rifampin and employees who 
possess or are able to locate such information for the purposes of identifying the books, 
records, and files related to the Rifampin Assets that contain such Confidential Business 
Information relating to Rifampin and facilitating the delivery in a manner consistent with 
this Order. 

H. Respondent NOVARTIS shall take all necessary steps to maintain the confidentiality of 
the Confidential Business Information relating to Rifampin.  Provided, further, that: 

1. Except as permitted under the Remedial Agreement or this Order, Respondent 
NOVARTIS shall not (i) provide, disclose, or otherwise make available any 
Confidential Business Information relating to Rifampin to any Person or (ii) use 
any Confidential Business Information relating to Rifampin for any reason or 
purpose; 

2. Nothing in this Order prohibits Respondent NOVARTIS from disclosing 
Confidential Business Information relating to Rifampin if required by United 
States federal or state law, regulation, court order, or subpoena; provided, 
however, that Respondent NOVARTIS shall use its reasonable best efforts to 
protect the confidentiality of such information, including, but not limited to, 
obtaining a protective order during an adjudication; and 

3. If disclosure of any Confidential Business Information relating to Rifampin is 
permitted under this Order, Respondent NOVARTIS shall provide, disclose, or 
otherwise make available such information (i) only to those Persons who require 
such information for the permitted purposes, (ii) only to the extent that such 
Confidential Business Information is required, and (iii) only to those Persons who 
agree in writing or otherwise are required to maintain the confidentiality of such 
information. 

I. Pending the divestiture of the Rifampin Assets, Respondent NOVARTIS shall take such 
actions as are necessary to maintain the full economic viability, marketability and 
competitiveness of the business associated with the Rifampin Assets, to minimize any 
risk of loss of competitive potential for the business associated with the Rifampin Assets, 
and to prevent the destruction, removal, wasting, deterioration, or impairment of any of 
the Rifampin Assets except for ordinary wear and tear. 

J. The purpose of the divestiture of the Rifampin Assets to a Commission-approved 
Acquirer is to create an independent, viable and effective competitor in the relevant 
markets in which the Rifampin Assets were engaged at the time of the announcement of 
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the Acquisition, and to remedy the lessening of competition resulting from the 
Acquisition as alleged in the Commission’s Complaint. 

V. 

IT IS FURTHER ORDERED that: 

A. At any time after Respondent NOVARTIS signs the Consent Agreement in this matter, 
the Commission may appoint a monitor (“Interim Monitor”) to assure that Respondent 
NOVARTIS expeditiously complies with all of its obligations and performs all of its 
responsibilities as required by this Order and the Remedial Agreements. 

B. The Commission shall select the Interim Monitor, subject to the consent of Respondent 
NOVARTIS, which consent shall not be unreasonably withheld.  If Respondent 
NOVARTIS has not opposed, in writing, including the reasons for opposing, the 
selection of a proposed Interim Monitor within ten (10) Days after notice by the staff of 
the Commission to Respondent NOVARTIS of the identity of any proposed Interim 
Monitor, Respondent NOVARTIS shall be deemed to have consented to the selection of 
the proposed Interim Monitor. 

C. Not later than ten (10) Days after the appointment of the Interim Monitor, Respondent 
NOVARTIS shall execute an agreement that, subject to the prior approval of the 
Commission, confers on the Interim Monitor all the rights and powers necessary to 
permit the Interim Monitor to monitor Respondent NOVARTIS’ 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 NOVARTIS shall consent to the 
following terms and conditions regarding the powers, duties, authorities, and 
responsibilities of the Interim Monitor: 

1. 



3. The Interim Monitor shall serve until the earlier of: 

a. the completion by Respondent NOVARTIS of the divestiture of all 
relevant assets required to be granted, licensed, delivered, or otherwise 
conveyed pursuant to this Order in a manner that fully satisfies the 
requirements of the Order and notification by the Commission-approved 
Acquirer to the Interim Monitor, or a determination by the Interim 
Monitor, that the Commission-approved Acquirer is fully capable of 
producing each Product acquired pursuant to a Remedial Agreement 
independently of Respondent NOVARTIS; or 

b. the expiration of the last to expire of the Remedial Agreements; 

provided, however, that the Commission may extend or modify this period as may 
be necessary or appropriate to accomplish the purposes of the Order. 

4. Subject to any demonstrated legally recognized privilege, the Interim Monitor 
shall have full and complete access to Respondent NOVARTIS’ personnel, 
books, documents, records kept in the normal course of business, facilities and 
technical information, and such other relevant information as the Interim Monitor 
may reasonably request, related to Respondent NOVARTIS’ compliance with its 
obligations under the Order, including, but not limited to, its obligations related to 
the relevant Product assets. Respondent NOVARTIS shall cooperate with any 
reasonable request of the Interim Monitor and shall take no action to interfere 
with or impede the Interim Monitor’s ability to monitor Respondent NOVARTIS’ 
compliance with the Order. 

5. The Interim Monitor shall serve, without bond or other security, at the expense of 
Respondent NOVARTIS on such reasonable and customary terms and conditions 
as the Commission may set.  The Interim Monitor shall have authority to employ, 
at the expense of the Respondent NOVARTIS, such consultants, accountants, 
attorneys and other representatives and assistants as are reasonably necessary to 
carry out the Interim Monitor’s duties and responsibilities.  The Interim Monitor 
shall provide an accounting, at least on a quarterly basis, to Respondent 
NOVARTIS for all expenses incurred, including fees for his or her services, 
subject to the approval of the Commission. 
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7. Respondent NOVARTIS shall provide copies of reports to the Interim Monitor in 
accordance with the requirements of this Order and/or as otherwise provided in 
any agreement approved by the Commission.  The Interim Monitor shall evaluate 
the reports submitted by Respondent NOVARTIS, and any reports submitted by 
the Commission-approved Acquirer with respect to the performance of 
Respondent NOVARTIS’ obligations under the Order or the Remedial 
Agreement. Within thirty (30) Days from the date the Interim Monitor receives 
these reports, the Interim Monitor shall report in writing to the Commission 
concerning performance by Respondent NOVARTIS of its obligations under the 
Order. 

8. Respondent NOVARTIS may require the Interim Monitor and each of the Interim 
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 Interim Monitor from providing any 
information to the Commission. 

E. The Commission may, among other things, require the Interim Monitor and each of the 
Interim 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 Interim 
Monitor’s duties. 

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



VI. 

IT IS FURTHER ORDERED that: 

A. If Respondent NOVARTIS has not fully complied with the obligations to divest assets as 
required by this Order (including the obligation to divest to AMIDE within ten (10) 
days), the Commission may appoint a trustee (“Divestiture Trustee”) to divest the assets 
required to be divested pursuant to each of the relevant Paragraphs in a manner that 
satisfies the requirements of each such Paragraph.  In the event that the Commission or 
the Attorney General brings an action pursuant to § 5(l) of the Federal Trade Commission 
Act, 15 U.S.C. § 45(l), or any other statute enforced by the Commission, Respondent 
NOVARTIS shall consent to the appointment of a Divestiture Trustee in such action to 
divest the relevant assets. Neither the appointment of a Divestiture Trustee nor a 
decision not to appoint a Divestiture Trustee under this Paragraph shall preclude the 
Commission or the Attorney General from seeking civil penalties or any other relief 
available to it, including a court-appointed Divestiture Trustee, pursuant to § 5(l) of the 
Federal Trade Commission Act, or any other statute enforced by the Commission, for any 
failure by Respondent NOVARTIS to comply with this Order. 

B. The Commission shall select the Divestiture Trustee, subject to the consent of 
Respondent NOVARTIS, which consent shall not be unreasonably withheld.  The 
Divestiture Trustee shall be a person with experience and expertise in acquisitions and 
divestitures. If Respondent NOVARTIS has not opposed, in writing, including the 
reasons for opposing, the selection of any proposed Divestiture Trustee within ten (10) 
Days after notice by the staff of the Commission to Respondent NOVARTIS of the 
identity of any proposed Divestiture Trustee, Respondent NOVARTIS shall be deemed to 
have consented to the selection of the proposed Divestiture Trustee. 

C. Not later than ten (10) Days after the appointment of a Divestiture Trustee, Respondent 
NOVARTIS shall execute a trust agreement that, subject to the prior approval of the 
Commission, transfers to the Divestiture Trustee all rights and powers necessary to 
permit the Divestiture Trustee to effect the divestiture required by the Order. 

D. If a Divestiture Trustee is appointed by the Commission or a court pursuant to this 
Paragraph, Respondent NOVARTIS shall consent to the following terms and conditions 
regarding the Divestiture Trustee’s powers, duties, authority, and responsibilities: 

1. Subject to the prior approval of the Commission, the Divestiture Trustee shall 
have the exclusive power and authority to divest the assets that are required by 
this Order to be divested. 

2. The Divestiture Trustee shall have one (1) year after the date the Commission 
approves the trust agreement described herein to accomplish the divestiture, 
which shall be subject to the prior approval of the Commission. If, however, at 
the end of the one (1) year period, the Divestiture Trustee has submitted a plan of 



divestiture or believes that the divestiture can be achieved within a reasonable 
time, the divestiture period may be extended by the Commission, or, in the case 
of a court-appointed Divestiture Trustee, by the court; provided, however, the 
Commission may extend the divestiture period only two (2) times. 

3. 



divestiture of all of the relevant assets that are required to be divested by this 
Order. 

6. Respondent NOVARTIS 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 misfeasance, gross negligence, 
willful or wanton acts, or bad faith by the Divestiture Trustee. 

7. If, at the end of the term provided for in Paragraph VI.D.2. of this Order, the 
Divestiture Trustee determines that he or she is unable to grant, license, deliver or 
otherwise convey the relevant assets required to be granted, licensed, delivered or 
otherwise conveyed in a manner that preserves their marketability, viability and 
competitiveness and ensures their continued use in the research, Development, 
manufacture, import, distribution, marketing, promotion, sale, or after-sales 
support of the relevant Product, the Divestiture Trustee may assign, grant, license, 
transfer, divest, deliver or otherwise convey such additional relevant Product 
assets of Respondent NOVARTIS to a Commission-approved Acquirer as 
necessary to achieve divestitures and to satisfy the purposes and requirements of 
this Order. 

8. The Divestiture Trustee shall have no obligation or authority to operate or 
maintain the relevant assets required to be granted, licensed, transferred, delivered 
or otherwise conveyed by this Order. 

9. The Divestiture Trustee shall report in writing to Respondent NOVARTIS and to 
the Commission every sixty (60) Days concerning the Divestiture Trustee’s 
efforts to accomplish the divestiture. 

10. Respondent NOVARTIS 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, 
such agreement shall not restrict the Divestiture Trustee from providing any 
information to the Commission. 

E. 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. 

F. 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 
required by this Order. 
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G. 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. 

VII. 



6. a description of all technical assistance provided to any Commission-approved 
Acquirer during the reporting period. 

C. Respondent NOVARTIS shall file annually on the anniversary of the date this Order 
becomes final a verified written report with the Secretary of the Commission.  Each such 
report shall set forth in detail the manner and form in which Respondent NOVARTIS has 
complied and is complying with this Order.  Respondent NOVARTIS shall include in 
this report a full description of any claims (whether outstanding or resolved) by any 
Commission-approved Acquirer that Respondent NOVARTIS has breached or failed to 
comply fully with this Order or any Remedial Agreement.  Respondent NOVARTIS shall 
include with this report a copy of any written communication (including e-mails) from 
any Commission-approved Acquirer that includes or relates to a claim that Respondent 
NOVARTIS has breached or failed to comply fully with this Order or a Remedial 
Agreement.  Respondent NOVARTIS shall file its verified written report: 

1. one (1) year after the date this Order becomes final; 

2. annually until the earlier of (i) ten (10) years after this Order becomes final, and, 
(ii) the date Respondent NOVARTIS has fully satisfied all of its obligations under 
Paragraphs II.A., E. and F.; III.A., E. and F. and IV.A. and E. of this Order and 
any Remedial Agreement; and, 

3. at other times as the Commission may require. 

VIII. 

IT IS FURTHER ORDERED that Respondent NOVARTIS shall notify the 
Commission at least thirty (30) Days prior to any (1) proposed dissolution of Novartis AG or 
Sandoz Inc., (2) proposed acquisition, merger or consolidation of Novartis AG, or (3) any other 
change in Novartis AG or Sandoz Inc. or other relevant affiliates that may affect compliance 
obligations arising out of the order, including, but not limited to, assignment, the creation or 
dissolution of relevant subsidiaries. 
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A. Access, during office hours of Respondent NOVARTIS and in the presence of counsel, to 
all facilities and access to inspect and copy all books, ledgers, accounts, correspondence, 
memoranda and all other records and documents in the possession or under the control of 
Respondent NOVARTIS related to compliance with this Order; and 

B. Upon five (5) Days’ notice to Respondent NOVARTIS and without restraint or 
interference from Respondent NOVARTIS, to interview officers, directors, or employees 
of Respondent NOVARTIS, who may have counsel present, regarding such matters. 

X. 

IT IS FURTHER ORDERED that this Order shall terminate upon the earlier of: 

A. September 21, 2015; and 

B. The date Respondent NOVARTIS has fully satisfied all of its obligations under 
Paragraphs II.A., E. and F.; III.A., E. and F. and IV.A. and E. of this Order and any 
Remedial Agreement. 

By the Commission. 

Donald S. Clark 
Secretary 

SEAL 
ISSUED: September 21, 2005 
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APPENDIX I 
NON-PUBLIC 

AMIDE DIVESTITURE AGREEMENT 
[Redacted From the Public Record Version But Incorporated By Reference] 



APPENDIX II 
NON-PUBLIC 

DESIPRAMINE AND ORPHENADRINE CITRATE ER 
SUPPLY COSTS 

[Redacted From the Public Record Version But Incorporated By Reference] 


