
IN THE MATTER OF

CEPHALON, INC.

CONSENT ORDER, ETC., IN REGARD TO ALLEGED VIOLATIONS OF

SEC. 7 OF THE CLAYTON ACT AND SEC. 5 OF THE FEDERAL TRADE

COMM ISSION ACT

Docket C-4121; File No. 0410025

Complaint, September 20, 2004--Decision, September 20, 2004

This consent order, among o ther things, requires Respondent Cephalon, Inc.,

the only United States marketer of a self-administered and portable dosage form

breakthrough cancer pain (“BTCP”) drug -- called Actiq, and used to help

reduce or eliminate the spikes of intense pain experienced by patients receiving

opioid therapy for their chronic pain -- to grant Barr Laboratories, Inc., or

another Commission-approved buyer, a fully paid-up, irrevocable license to

make and sell a generic equivalent of Actiq.  The order also requires

Respondent Cephalon to effect certain other license and technology transfers to

enable Barr to compete aggressively in the BTCP market against Actiq.  In

addition, the order prohibits Respondent Cephalon from making certain

regulatory filings that would delay Food and Drug Administration approval of

Barr’s generic version of Actiq.
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COMPLAINT

Pursuant to the Federal Trade Commission Act and the Clayton

Act, and by virtue of the authority vested in it by said Acts, the

Federal Trade Commission (“Commission”), having reason to

believe that Respondent Cephalon, Inc. (“Cephalon”), a

corporation subject to the jurisdiction of the Commission, has
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agreed to merge with Respondent CIMA LABS INC. (“Cima”), a

corporation subject to the jurisdiction of the Commission, in

violation of Section 7 of the Clayton Act, as amended, 15 U.S.C.

§ 18, and Section 5 of the Federal Trade Commission Act, as

amended, 15 U.S.C. § 45, and it appearing to the Commission that

a proceeding in respect thereof would be in the public interest,

hereby issues its Complaint, stating its charges as follows:

I.  DEFINITIONS

1. “Asset Purchase Agreement” means the Agreement and

Plan of Merger by and between Cephalon, Cima, and C

MergerCo, Inc., dated November 3, 2003.

2. “Respondents” means Cephalon and Cima individually and

collectively.

II.  RESPONDENTS

3. Respondent Cephalon is a corporation organized, existing

and doing business under and by virtue of the laws of the State of

Delaware, with its office and principal place of business located at

145 Brandywine Parkway, West Chester, PA 19308.  Cephalon,

among other things, is engaged in the research, development,

manufacture and sale of human pharmaceutical products.

4. Respondent Cima is a corporation organized, existing, and

doing business under and by virtue of the laws of the State of

Delaware, with its office and principal place of business located at

10000 Valley View Road, Eden Prairie, MN 55344.  Cima, among

other things, is engaged in the research, development,

manufacture, and sale of human pharmaceutical products.

5. Respondents are, and at all times relevant herein have been,

engaged in commerce, as “commerce” is defined in Section 1 of

the Clayton Act as amended, 15 U.S.C. § 12, and are corporations

whose business is in or affects commerce, as “commerce” is
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defined in Section 4 of the Federal Trade Commission Act, as

amended, 15 U.S.C. § 44.

III.  THE PROPOSED ACQUISITION

6. On November 3, 2003, Cephalon and Cima entered into an

Asset Purchase Agreement whereby Cephalon agreed to acquire,

through its wholly-owned subsidiary C MergerCo, Inc., 100

percent of the issued and outstanding shares of Cima

(“Acquisition”).  Cephalon intends to pay consideration such that

each issued and outstanding share of Cima common stock will be

converted into the right to receive $34.00 in cash.  The parties

estimate the aggregate value of the transaction to be

approximately $500 million.  After the completion of the

transaction, Cephalon will be the surviving corporate entity.

IV.  THE RELEVANT MARKET

7. For the purposes of this Complaint, the relevant line of

commerce in which to analyze the effects of the Acquisition is the

manufacture and sale of prescription drug products for the

treatment of breakthrough cancer pain (“BTCP”).

8. For the purposes of this Complaint, the United States is the

relevant geographic area in which to analyze the effects of the

Acquisition in the relevant line of commerce.

V.  THE STRUCTURE OF THE MARKETS

9. Cephalon dominates the market for the research,

development, manufacture, and sale of prescription drug products

for the treatment of BTCP with its product Actiq.  Actiq is

currently the only drug approved by the Food and Drug

Administration (“FDA”) for the treatment of breakthrough cancer

pain.  Cima is in Phase III of clinical development with its

OraVescent fentanyl product, and it is the firm best positioned to

next enter the market.  Other firms that have undertaken efforts to
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develop BTCP products have either failed in their efforts or lag

well behind Cima.

VI.  ENTRY CONDITIONS

10. Entry into the relevant line of commerce described in

Paragraph 7 would not be timely, likely, or sufficient in its

magnitude, character, and scope to deter or counteract the

anticompetitive effects of the Acquisition.  Developing and

obtaining FDA approval for either generic or branded products

takes at least two years due to substantial regulatory,

technological, patent, and other intellectual property barriers.

VII.  EFFECTS OF THE ACQUISITION

11. The effects of the Acquisition, if consummated, may be to

lessen competition and tend to create a monopoly in the relevant

market in violation of Section 7 of the Clayton Act, as amended,

15 U.S.C. § 18, and Section 5 of the FTC Act, as amended, 15

U.S.C. § 45, in the following ways, among others:  (a) by

eliminating potential competition between Cephalon and Cima in

the market for the manufacture and sale of prescription drugs for

the treatment of BTCP, thereby increasing the ability of the

combined entity to unilaterally raise prices of BTCP products; (b)

by increasing the likelihood that the combined entity would delay

or forego the launch of Cima’s OraVescent fentanyl, thereby

delaying or eliminating the price competition that would have

resulted from Cima’s entry into the market for BTCP products;

and (c) by reducing the likelihood of effective generic entry.

VIII.  VIOLATIONS CHARGED

12. The Asset Purchase Agreement described in Paragraph 6

constitutes a violation of Section 5 of the FTC Act, as amended,

15 U.S.C. § 45.

13. The Acquisition described in Paragraph 6, if

consummated, would constitute a violation of Section 7 of the
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Clayton Act, as amended, 15 U.S.C. § 18, and Section 5 of the

FTC Act, as amended, 15 U.S.C. § 45.

WHEREFORE, THE PREMISES CONSIDERED, the Federal

Trade Commission on this twentieth day of September, 2004,

issues its Complaint against said Respondents.
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DECISION AND ORDER

The Federal Trade Commission (“Commission”) having
initiated an investigation of the proposed merger of Respondent
Cephalon, Inc. (“Cephalon”) and Respondent CIMA LABS INC.
(“CIMA”), hereinafter referred to as “Respondents,” and
Respondents having been furnished thereafter with a copy of a
draft of Complaint that the Bureau of Competition proposed to
present to the Commission for its consideration and which, if
issued by the Commission, would charge Respondents with
violations of Section 7 of the Clayton Act, as amended, 15 U.S.C.
§ 18, and Section 5 of the Federal Trade Commission Act, as
amended, 15 U.S.C. § 45; and

Respondents, their attorneys, and counsel for the Commission
having thereafter executed an Agreement Containing Consent
Order (“Consent Agreement”), containing an admission by
Respondents of all the jurisdictional facts set forth in the aforesaid
draft of Complaint, a statement that the signing of said Consent
Agreement is for settlement purposes only and does not constitute
an admission by Respondents that the law has been violated as
alleged in such Complaint, or that the facts as alleged in such
Complaint, other than jurisdictional facts, are true, and waivers
and other provisions as required by the Commission’s Rules; and 

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 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”):
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1. Respondent Cephalon is a corporation organized, existing
and doing business under and by virtue of the laws of the State of
Delaware, with its offices and principal place of business located
at 145 Brandywine Parkway, West Chester, Pennsylvania 19380.

2. Respondent CIMA is a corporation organized, existing and
doing business under and by virtue of the laws of the State of
Delaware, with its offices and principal place of business located
at 10000 Valley View Road, Eden Prairie, Minnesota 55344.

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

ORDER

I.

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

A. “Cephalon” means Cephalon, Inc., its directors, officers,
employees, agents, representatives, predecessors,
successors, and assigns; its joint ventures, subsidiaries,
divisions, groups and affiliates controlled by Cephalon,
Inc. (including, but not limited to, MergerCo), and the
respective directors, officers, employees, agents,
representatives, successors, and assigns of each.  After the
Effective Date, the term “Cephalon” shall include CIMA.

B. “CIMA” means CIMA LABS INC., its directors, officers,
employees, agents, representatives, predecessors,
successors, and assigns; its joint ventures, subsidiaries,
divisions, groups and affiliates controlled by CIMA LABS,
INC., and the respective directors, officers, employees,
agents, representatives, successors, and assigns of each.
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C. “Respondents” means Cephalon and CIMA, individually
and collectively.

D. “Commission” means the Federal Trade Commission.

E. “Barr” means Barr Laboratories, Inc., a corporation
organized, existing, and doing business under and by virtue
of the laws of the State of Delaware, having its principal
place of business located at Two Quaker Road, P.O. Box
2900, Pomona, New York 10970.

F. “Acquisition” means the acquisition contemplated by the
“Agreement and Plan of Merger” dated as of November 3,
2003, by and among Cephalon, CIMA and MergerCo
(“Acquisition Agreement”), whereby Cephalon agreed to
acquire CIMA.

G. “Agency(ies)” means any governmental 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  Oral Opioid Fentanyl.  The term “Agency” includes,
but is not limited to, the United States Food and Drug
Administration (“FDA”) and the United States Drug
Enforcement Administration (“DEA”).

H. “Application”, “New Drug Application” (“NDA”),
“Abbreviated New Drug Application” (“ANDA”),
“Supplemental New Drug Application” (“SNDA”), or
“Marketing Authorization Application” (“MAA”) mean
the applications for a Product filed or to be filed with the
FDA pursuant to 21 C.F.R. Part 314, or its foreign Agency
equivalent, and all supplements, amendments, and
revisions thereto, any preparatory work, drafts and data
necessary for the preparation thereof, and all
correspondence between Respondents and the FDA or
other Agency relative thereto.
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I. “Approvable Letter” means a letter from the FDA that an
Application is basically approvable as described in 21
C.F.R. Part 314.110.

J. “Approval Letter” means a letter from the FDA approving
an Application as described in 21 C.F.R. Part 314.105.

K. “Closing Date” means the date on which Respondents (or
a Divestiture Trustee) and a Commission-approved
Acquirer consummate a transaction to grant, license,
deliver or otherwise convey relevant assets pursuant to
this Order.  (Pursuant to Paragraph II.A. of this Order, the
Closing Date is required to occur not later than ten (10)
Days after the Effective Date.)

L. “Commission-approved Acquirer” means the following: 

1. Barr, if Barr has not been rejected by the Commission
pursuant to Paragraph II.A. of this Order; or 

2. an entity approved by the Commission to acquire
particular assets that the Respondents are required to
grant, license, deliver or otherwise convey pursuant to
this Order.

M. “Confidential Business Information” means all
information owned by, or in the possession or control of,
Respondents that is not in the public domain and that is
related to the research, Development, manufacture,
marketing, importation, exportation, supply, sales, sales
support, or use of Oral Opioid Fentanyl.

N. “Contract Manufacture” means the manufacture of Oral
Opioid Fentanyl to be supplied by Respondents or a
Designee specifically identified in this Order for sale to
the Commission-approved Acquirer.
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O. “Day(s)” means the period of time prescribed under this
Order as computed pursuant to 16 C.F.R. § 4.3 (a).

P. “Designee” means any entity other than the Respondent(s)
that will manufacture Oral Opioid Fentanyl for a
Commission-approved Acquirer.

Q. “DD5” means the Product in preclinical development by
Respondent Cephalon as of the Effective Date that is a
buccal patch formulation comprising Fentanyl and is
designated “DD5.”

R. “Development” means all preclinical and clinical drug
development activities (including formulation), including
test method development and stability testing, toxicology,
bioequivalency, formulation, process development,
manufacturing scale-up, development-stage manufacturing,
quality 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 (including any
governmental price or reimbursement approvals), Product
approval and registration, and regulatory affairs related to
the foregoing.  “Develop” means to engage in Development.

S. “Direct Cost” means the cost of direct labor and direct
material used to provide the relevant assistance or service.

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

U. “Drug Master Files” means the information submitted to
the FDA as described in 21 C.F.R. Part 314.420 related to
a Product.
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V. “Effective Date” means the earlier of the following dates: 

1. the date the Respondents close on the Acquisition
Agreement; or 

2. the date the merger contemplated by the Acquisition
Agreement becomes effective by filing the certificate of
merger with the Secretary of State of the State of
Delaware.

W. “Fentanyl” means the chemical substance known by the
international non-proprietary name fentanyl 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.

X. “Field” means the prevention, treatment, diagnosis, or
control of a particular medical condition.

Y. “Final FDA Approval” means approval of a Product by
the FDA pursuant the Federal Food, Drug, and Cosmetic
Act § 505(b), 21 U.S.C. 355(b).

Z. “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).

AA. “Generic Entrant Forbearance Date” means the earlier of
the following dates: 

1. August 3, 2007; or 

2. one hundred eighty (180) Days after the Marketing
Licensing Date.
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BB. “Governmental Entity” means any Federal, state, local or
non-U.S. government or any court, legislature,
governmental agency or governmental commission or
any judicial or regulatory authority of any government.

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

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

EE. “Marketing Licensing Date” means the following dates:

1. with respect to Substantially Sugar-Free Formulations of
Oral Opioid Fentanyl, the earliest of the following dates:

a. the date of Final FDA Approval of OVF;

b. the date of notice of a withdrawal of approval by the
FDA of NDA No. 20-747;or

c. the date of Final FDA Approval of a Substantially
Sugar-Free Formulation of Oral Opioid Fentanyl
(unless, at least sixty (60) Days prior to the
occurrence of the Marketing Licensing Date with
respect to all other formulations of Oral Opioid
Fentanyl (as determined below), the FDA determines
such formulation is therapeutically equivalent to other
formulations of Oral Opioid Fentanyl already
approved by the FDA, i.e., the FDA determines that
any actual or potential bioequivalence problems have
been resolved with adequate evidence supporting
bioequivalence);

provided, however, that should Marketing Licensing Date
with respect to Substantially Sugar-Free Formulations of
Oral Opioid Fentanyl (as determined above) occur prior to
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the occurrence of the Marketing Licensing Date with
respect to all other formulations of Oral Opioid Fentanyl (as
determined below), then the Marketing Licensing Date for
the Sugar-Free Formulations of Oral Opioid Fentanyl shall
instead be defined to be the same date as Marketing
Licensing Date with respect to all other formulations of
Oral Opioid Fentanyl (as determined below); and

2. with respect to all other formulations of Oral Opioid
Fentanyl the earliest of the following dates:

a. the date of Final FDA Approval of OVF;

b. September 5, 2006, if Respondents are not granted
Pediatric Exclusivity with respect to Oral Opioid
Fentanyl; or

c. February 3, 2007, if Respondents are granted
Pediatric Exclusivity with respect to Oral Opioid
Fentanyl,

provided, however, if Respondents have not obtained Final
FDA Approval of a Substantially Sugar-Free Formulation of
Oral Opioid Fentanyl on or before the later of the following
dates:  (1) July 1, 2005; or (2) one hundred eighty (180) Days
from the date of an Approvable Letter for a Substantially
Sugar-Free Formulation of Oral Opioid Fentanyl issued to the
Respondents (but only if such Approvable Letter is issued on
or before July 1, 2005), then the Marketing Licensing Date
with respect to Substantially Sugar Free Formulations and all
other formulations of Oral Opioid Fentanyl shall be no later
than September 5, 2006.

FF. “Not Approvable Letter” means a letter from the FDA that
an Application may not be approved, as described in 21
C.F.R. Part 314.120. 
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GG. “Oral Opioid Fentanyl” means all Products that contain
the active pharmaceutical ingredient Fentanyl and any
dose form, presentation or line extension thereof existing
as of the Effective Date.  The term “Oral Opioid
Fentanyl” also includes all Products marketed or in
Development by Respondent Cephalon on or before the
Effective Date that contain active pharmaceutical
ingredient Fentanyl and are planned to be marketed for
use in the Field of pain management.  This includes all
sugar-free versions of such Products (except where this
Order specifically differentiates between Substantially
Sugar-Free Formulation(s) and other formulations of the
Products); provided, however, the term “Oral Opioid
Fentanyl” does not include the following:  (1) Products
that were owned or controlled by Respondent CIMA
prior to the Effective Date and that were not owned or
controlled by Respondent Cephalon prior to such date;
and (2) Respondent Cephalon’s Product DD5.

HH. “Oral Opioid Fentanyl Assets” means all of Respondent
Cephalon’s rights in and to all Product Intellectual
Property and Product Manufacturing Technology related
to Respondent Cephalon’s business in the United States
related to the Oral Opioid Fentanyl to the extent legally
transferable, including the research, Development,
manufacture, distribution, marketing or sale of Oral
Opioid Fentanyl, including, without limitation, the
following:

1. license(s) to all Product Intellectual Property;

2. Right of Reference or Use to the Drug Master Files
including, but not limited to, the pharmacology and
toxicology data contained in all Applications, NDAs,
ANDAs, SNDAs and MAAs;
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3. Rights of Reference or Use (if such rights exist) to
information similar to the Drug Master Files submitted to
any Agency other than the FDA;

4. copies of all Product Scientific and Regulatory Material;

5. licenses to all Product Manufacturing Technology; 

6. copies of all Respondents’ books, records and files
related to the foregoing, including, but not limited to, the
following specified documents:  

a. the Product Registrations; 

b. Drug Master Files, including, but not limited to, the
pharmacology and toxicology data contained in all
Applications, NDAs, ANDAs, SNDAs 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 Oral Opioid
Fentanyl owned by, or in the possession or control of,
Respondents, or to which Respondents have a right of
access, in each case such as is in existence as of the
Closing Date;

provided, however, the Oral Opioid Fentanyl Assets do not
include the following:  (1) businesses and assets that were
owned or controlled by Respondent CIMA prior to the
Effective Date and that were not owned or controlled by
Respondent Cephalon prior to such date; and (2) and assets
solely related to Respondent Cephalon’s Product DD5.

II. “Oral Opioid Fentanyl Core Employees” means Product
Manufacturing Employees, and Product Research and
Development Employees.
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JJ. “Oral Opioid Fentanyl License and Supply Agreement”
means the “License and Supply Agreement” by and
between Cephalon Inc. and Barr Laboratories, Inc. dated
July 7, 2004, and all amendments, exhibits, attachments,
agreements, and schedules thereto, related to the Oral
Opioid Fentanyl Assets to be granted, licensed, delivered,
or otherwise conveyed, that have been approved by the
Commission to accomplish the requirements of this Order. 
The Oral Opioid Fentanyl License and Supply Agreement
is attached to this Order as non-public Appendix I. 

KK. “Oral Opioid Fentanyl Releasee(s)” means the
Commission-approved Acquirer or any entity controlled
by or under common control with the Commission-
approved Acquirer, or any licensees, sublicensees,
manufacturers, suppliers, distributors, and customers of
the Commission-approved Acquirer, or of such
Commission-approved Acquirer-affiliated entities.

LL. “Oral Opioid Risk Management Program” means a
strategic safety program designed to decrease product risk
by using one or more interventions or tools beyond the
package insert, which program may be modified or
amended from time to time and may be a condition of
Final FDA Approval.

MM. “OVF” means the Product, OraVescent® Fentanyl, under
development by Respondent CIMA that contains
Fentanyl and is formulated with an effervescent agent
and is the subject of an IND No. 65,447 or any other
IND subsequently filed by Respondents.

NN. “Patents” means all patents, patent applications and
statutory invention registrations, in each case existing as
of the Effective Date (except where this Order specifies a
different time), and includes all reissues, divisions,
continuations, continuations-in-part, substitutions,
reexaminations, restorations, and /or patent term
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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 Cephalon as of the
Effective Date.

OO. “Pediatric Exclusivity” means exclusivity obtained in
accordance with the requirements of Federal Food, Drug,
and Cosmetic Act § 505a, 21 U.S.C. 355a.

PP. “Product” means any pharmaceutical, biological, or
genetic composition containing any formulation or dosage
of a compound referenced as its pharmaceutically,
biologically or genetically active ingredient.

QQ. “Product Employee Information” means the following:

1. a complete and accurate list containing the name of each
relevant employee as of the execution date of the related
Remedial Agreement.  This list shall be organized by the
relevant respective employee categories defined in this
Order, (i.e., “Product Manufacturing Employees,” or
“Product Research and Development Employees,” as
applicable);

2. with respect to each such employee the following
information:

a. job title or position held;

b. a specific description of the employee’s
responsibilities related to Oral Opioid Fentanyl;
provided, however, in lieu of this description,
Respondents may provide the employee’s most recent
performance appraisal.
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RR. “Product Intellectual Property” means all of the
following related to the Product(s):

1. Patents;

2. Product Trademarks; 

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

4. rights to obtain and file for Patents and registrations
thereof;

provided, however, “Product Intellectual Property” does not
include the names “CIMA”, “Cephalon,” or the names of any
other corporations or companies owned by Respondents or
related logos to the extent used on other of Respondent
CIMA’s or Respondent Cephalon’s Products;

provided further, however, “Product Intellectual Property”
does not include the trade name Actiq®.

SS. “Product Manufacturing Employees” means all salaried
employees of Respondent(s) who directly have
participated (irrespective of the portion of working time
involved) in the manufacture of the Oral Opioid Fentanyl,
including, but not limited to, the Senior Director of
Commercial Manufacturing, the Associate Director of
Production Planning, and the Manager of Commercial
Manufacturing, and all those involved in the quality
assurance and quality control of the Oral Opioid Fentanyl,
within the eighteen (18) month period immediately prior
to the Closing Date.

TT. “Product Manufacturing Technology” means all
technology, trade secrets, know-how, and proprietary
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information (whether patented, patentable or otherwise)
related to the manufacture (including all equipment used
to manufacture a Product in Final Finished Form),
validation, packaging, release testing, stability and shelf
life of Oral Opioid Fentanyl, including all product
formulations, in existence and in the possession of
Respondents as of the Closing Date, 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.

UU. “Product Research and Development Employees” means
all employees of Respondent(s) who directly have
participated (irrespective of the portion of working time
involved) in the research, Development, regulatory
approval process, or clinical studies of Oral Opioid
Fentanyl within the eighteen (18) month period
immediately prior to the Closing Date.  

VV. “Product Scientific and Regulatory Material” means all
technological, scientific, chemical, biological,
pharmacological, toxicological, regulatory and clinical
trial materials and information related to Oral Opioid 
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Fentanyl, and full rights to use such materials, in any and
all jurisdictions.

WW. “Product Trademark(s)” means the following as related
to Oral Opioid Fentanyl:

1. the U.S. Trademark Registration No. 2,622,734 as
needed for a single dose entity of any generic version of
Oral Opioid Fentanyl; 

2. at the Commission-approved Acquirer’s option, any
trademark or trade dress covering the size, shape and
color of a single dose entity of any generic version of
Oral Opioid Fentanyl;

3. the Oral Opioid Risk Management Program; and

4. the appearance, structure, textual or graphical content
and/or color scheme of any labeling, dosing information,
product inserts, storage containers and/or other materials,
to the extent that the FDA or and other Agency requires
the Commission-approved Acquirer to duplicate such
appearance, structure, textual or graphical content and/or
color scheme of any labeling, dosing information,
product inserts, storage containers and/or other materials.

XX. “Proposed Acquirer” means an entity proposed by the
Respondents (or a Divestiture Trustee) to the
Commission and submitted for the approval of the
Commission as the acquirer for particular assets required
to be granted, licensed, delivered or otherwise conveyed
by Respondents pursuant to this Order.

YY. “Remedial Agreement” means the following: 

1. the Oral Opioid Fentanyl License and Supply
Agreement, if such agreement has not been rejected by 
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the Commission pursuant to Paragraph II.A. of this
Order; or 

2. any agreement between a Respondent(s) and a
Commission-approved Acquirer (or between a
Divestiture Trustee and a Commission-approved
Acquirer) that has been approved by the Commission to
accomplish the requirements of this Order, and all
amendments, exhibits, attachments, agreements, and
schedules thereto, related to the relevant assets to be
granted, licensed, delivered or otherwise conveyed that
have been approved by the Commission to accomplish
the requirements of this Order.

ZZ. “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.

AAA. “Substantially Sugar-Free Formulation(s)” means
either of the following:

1. a Product containing less than one-half (0.5) grams of
Sugar(s) per dosage; or

2.  a Product approved by the FDA for labeling as “Sugar-
Free.”

BBB. “Sugar(s)” means the sum of all free mono- and
disaccharides (such as glucose, fructose, lactose, and
sucrose) as defined in 21 C.F.R. §101.9(c)(6)(ii).

CCC. “Supply Cost” means the manufacturer’s average
direct per unit cost of manufacturing the Product plus
costs of manufacturing the Product that are directly
attributable to FDA regulatory, quality control and 
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compliance.  “Supply Cost” shall expressly exclude
any intracompany business transfer profit.

DDD. “Third Party(ies)” means any private entity other than
the following:  (1) the Respondents, or (2) the
Commission-approved Acquirer.

II.

IT IS FURTHER ORDERED that:

A. Not later than ten (10) Days after the Effective Date,
Respondents shall grant irrevocable, perpetual, fully paid-
up and royalty-free license(s) in the United States to the
Oral Opioid Fentanyl Assets and shall grant, license,
deliver or otherwise convey the Oral Opioid Fentanyl
Assets, absolutely and in good faith, on a non-exclusive
basis to Barr pursuant to and in accordance with the Oral
Opioid Fentanyl License and Supply Agreement (which
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 Barr or to reduce any
obligations of Respondents under such agreement).  Such
licenses shall be effective as follows: 

1. as of the Closing Date, as to Barr’s rights to manufacture
and Develop Oral Opioid Fentanyl using the Oral Opioid
Fentanyl Assets; and 

2. not later than the Marketing Licensing Date, as to Barr’s
rights to distribute, market or sell Oral Opioid Fentanyl
using the Oral Opioid Fentanyl Assets.

If Respondents do not grant, license, deliver or otherwise
convey the Oral Opioid Fentanyl Assets to Barr within ten (10)
Days after the Effective Date as provided above, the
Commission may, pursuant to Paragraph IV of this Order,
appoint a Divestiture Trustee to license, grant, deliver and
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otherwise convey the Oral Opioid Fentanyl Assets;

provided, however, that, if Respondents have granted, licensed,
delivered or otherwise conveyed the Oral Opioid Fentanyl
Assets to Barr prior to the date this Order becomes final, and
if, at the time the Commission determines to make this Order
final, the Commission notifies Respondents that Barr is not an
acceptable purchaser of the Oral Opioid Fentanyl Assets, then
Respondent shall immediately rescind the transaction with
Barr and shall grant, license, deliver or otherwise convey the
Oral Opioid Fentanyl Assets within six (6) months from the
date the Order becomes final, absolutely and in good faith, at
no minimum price, to a Commission-approved Acquirer and
only in a manner that receives the prior approval of the
Commission;

provided further, however, that if the Respondents have
granted, licensed, delivered or otherwise conveyed the Oral
Opioid Fentanyl Assets to Barr prior to the date this Order
becomes final, and if, at the time the Commission determines
to make this Order final, the Commission notifies the
Respondents that the manner in which the grant, license,
delivery or conveyance was accomplished is not acceptable,
the Commission may direct the Respondents, or appoint a
Divestiture Trustee, pursuant to Paragraph IV of this Order, to
effect such modifications to the manner of granting, licensing,
delivery or conveyance of the Oral Opioid Fentanyl Assets to
Barr (including, but not limited to, entering into additional
agreements or arrangements) as the Commission may be
necessary to satisfy the requirements of this Order.

B. Not later than ten (10) Days after the Closing Date,
Respondents shall begin to deliver to the Commission-
approved Acquirer, at Respondent’s expense, copies of all
Confidential Business Information related to the Product
Manufacturing Technology, Product Scientific and
Regulatory Material, and Product Trademarks related to
Oral Opioid Fentanyl Assets.  Not later than one hundred
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eighty (180) Days after the Closing Date, Respondents shall
complete delivery of all such Confidential Business
Information to the Commission-approved Acquirer and
certify to the Commission that such delivery has occurred in
accordance with this Order.  Respondents shall deliver such
Confidential Business Information as follows:  (1) in good
faith; (2) as soon as practicable, avoiding any delays in
transmission of the respective 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 to the
Commission-approved Acquirer, Respondents shall provide
the Commission-approved Acquirer and the Interim
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 related
to the Oral Opioid Fentanyl Assets that contain such
Confidential Business Information and facilitating the
delivery in a manner consistent with this Order. 

C. Respondents shall not enforce any agreement against a
Third Party or the Commission-approved Acquirer to the
extent that such agreement may limit or otherwise impair
the ability of the Commission-approved Acquirer to acquire
the Product Manufacturing Technology or related
equipment from the Third Party.  Such agreements include,
but are not limited to, agreements with respect to the
disclosure of Confidential Business Information related to
the Product Manufacturing Technology.

D. Not later than ten (10) Days after the Effective Date,
Respondents shall grant a release to each Third Party that
is subject to an agreement as described in Paragraph II.C.
that allows the Third Party to provide the relevant Product
Manufacturing Technology or related equipment to the
Commission-approved Acquirer.  Within five (5) Days of
the execution of each such release, Respondents shall
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provide a copy of the release to the Commission-approved
Acquirer.

E. Any Remedial Agreement that has been approved by the
Commission between Respondents (or a Divestiture
Trustee) and a Commission-approved Acquirer of the Oral
Opioid Fentanyl Assets shall be deemed incorporated into
this Order, and any failure by Respondents to comply with
any term of such Remedial Agreement related to the Oral
Opioid Fentanyl Assets shall constitute a failure to comply
with this Order. 

F. Respondents shall include in any Remedial Agreement
related to the Oral Opioid Fentanyl Assets the following
provisions:

1. At the Commission-approved Acquirer’s Option,
Respondents shall Contract Manufacture and deliver to
the Commission-approved Acquirer, in a timely manner
and under reasonable terms and conditions, a supply of
Oral Opioid Fentanyl, including such Product in Final
Finished Form, at Respondents’ Supply Cost, 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 Oral Opioid Fentanyl
independently of Respondents; provided, however,
Respondents’ obligation to Contract Manufacture shall
not exceed six (6) years from the Closing Date.

2. After the Closing Date and continuing for the term of the
Contract Manufacture related to Oral Opioid Fentanyl,
Respondents will make inventory of Oral Opioid
Fentanyl available for sale or resale only to the
Commission-approved Acquirer (other than for use in
Respondents’ own business related to Oral Opioid
Fentanyl).

Decision and Order

FEDERAL TRADE COMMISSION DECISIONS
VOLUME 138

607



3. The Respondents’ obligation to supply Oral Opioid
Fentanyl to the Commission-approved Acquirer shall
take priority over the manufacture and supply of Oral
Opioid Fentanyl for Respondents’ own use or sale.

4. Respondents shall make representations and warranties
to the Commission-approved Acquirer that the Oral
Opioid Fentanyl 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.  Respondents 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 Oral Opioid Fentanyl supplied to
the Commission-approved Acquirer pursuant to the
Remedial Agreement by the Respondents to meet such
specifications.  This obligation shall be contingent upon
the Commission-approved Acquirer giving Respondents
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 Respondents under this Order; provided,
however, Respondents 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 the Respondents’ responsibilities to
supply Oral Opioid Fentanyl in the manner required by
this Order; provided further, however, this obligation
shall not require Respondents to be liable for any
negligent act or omission of the Commission-approved
Acquirer or for any representations and warranties,
express or implied, made by the Commission-approved
Acquirer that exceed the representations and warranties
made by the Respondents to the Commission-approved
Acquirer.
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5. Respondents shall make representations and warranties
to the Commission-approved Acquirer that Respondents
will hold harmless and indemnify the Commission-
approved Acquirer for any liabilities including, but not
limited to, indirect damages, special damages,
consequential damages, lost profits, legal fees and costs
resulting from the failure by Respondents to deliver Oral
Opioid Fentanyl in a timely manner as required by the
Remedial Agreement unless Respondents can
demonstrate that their failure was entirely beyond the
control of the Respondents and in no part the result of
negligence or willful misconduct by Respondents.

6. During the term of the Contract Manufacture between
Respondents and the Commission-approved Acquirer,
upon request of the Commission-approved Acquirer or
Interim Monitor (if applicable), Respondents shall make
available to the Commission-approved Acquirer or the
Interim Monitor all records that relate to the manufacture
of Oral Opioid Fentanyl that are generated or created
after the Closing Date.

7. Upon reasonable notice and request from the
Commission-approved Acquirer to the Respondents,
Respondents shall provide in a timely manner at no
greater than Direct Cost the following:

a. assistance and advice to enable the Commission-
approved Acquirer (or the Designee of the
Commission-approved Acquirer) to obtain all
necessary permits and approvals from any Agency or
Governmental Entity to manufacture and sell Oral
Opioid Fentanyl;

b. assistance to the Commission-approved Acquirer (or
the Designee of the Commission-approved Acquirer)
to manufacture Oral Opioid Fentanyl in substantially 
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the same manner and quality employed or achieved by
Respondent Cephalon; and

c. consultation with knowledgeable employees of
Respondents and training, at the request of the
Commission-approved Acquirer and at a facility
chosen by the Commission-approved Acquirer, until
the Commission-approved Acquirer (or the Designee
of the Commission-approved Acquirer) obtains all
FDA approvals necessary to manufacture Oral Opioid
Fentanyl independently of the Respondents and
sufficient to satisfy management of the Commission-
approved Acquirer that its personnel (or the
Designee’s personnel) are adequately trained in the
manufacture of Oral Opioid Fentanyl.

8. Upon reasonable notice and request from the
Commission-approved Acquirer to the Respondents,
after the Marketing Licensing Date, Respondent shall
provide in a timely manner, at no greater than Direct
Cost, assistance with knowledgeable employees of the
relevant Respondent to assist the Commission-approved
Acquirer to defend against, respond to, or otherwise
participate in any litigation related to the Product
Intellectual Property related to Oral Opioid Fentanyl.

9. Respondents shall covenant to the Commission-approved
Acquirer that, after the Marketing Licensing Date (except
for the manufacture and Development of Oral Opioid
Fentanyl, in which case, the covenant shall begin as of
the Closing Date), Respondents shall not join, or file,
prosecute or maintain any suit, in Law or equity, against
the Commission-approved Acquirer or the Oral Opioid
Fentanyl Releasee(s) for the research, Development,
manufacture, use, import, distribution, or sale of Oral
Opioid Fentanyl (but only as to those Products that are
commercialized or in Development as of the Closing
Date) under Patents that: 
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a. are owned or licensed by Respondent Cephalon as of
immediately prior to the closing on the acquisition of
CIMA; or 

b. may be assigned, granted, licensed, or otherwise
conveyed to Respondents after the Effective Date, if
such suit would have the potential to interfere with the
Commission-approved Acquirer’s freedom to practice
in the research, Development, manufacture, use,
import, sale, marketing or distribution of Oral Opioid
Fentanyl (but only as to those Products that are
commercialized or in Development as of the Closing
Date) in the Field of pain management.

10. Respondents shall covenant to the Commission-
approved Acquirer that, after the Marketing Licensing
Date (except for the manufacture and Development of
Oral Opioid Fentanyl, in which case, the covenant
shall begin as of the Closing Date): 

a. any Third Party assignee or licensee of the above-
described Patents shall agree to provide a covenant
not to sue the Oral Opioid Fentanyl Releasees, at least
as protective as those extended pursuant to the
preceding Paragraph II.F.9, as a condition of such
assignment or license; and 

b. with respect to any Third Party rights licensed to
Respondents as of or after the Effective Date, and as
to which Respondents do not control the right of
prosecution of any suit, legal or other action,
Respondents shall not actively induce, assist or
participate in any suit, legal or other action or
proceeding relating to the Oral Opioid Fentanyl
Products (but only as to those Products that are
commercialized or in Development as of the Closing
Date) against the Oral Opioid Releasees, unless
required by Law or contract (such contract not to be
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solicited or entered into for the purpose of
circumventing any of the requirements of this Order).

provided, however, that if the Oral Opioid Fentanyl License
and Supply Agreement is the Remedial Agreement for the Oral
Opioid Fentanyl Assets, then Respondents shall be deemed to
have complied with any of the Supply Cost and Direct Cost
requirements described in this Paragraph II.F. by complying
with the such cost provisions as provided in the Oral Opioid
Fentanyl License and Supply Agreement.

G. For a period from the Closing Date until August 3, 2007,
(“the Oral Opioid Fentanyl Access Period”), Respondents
shall provide the Commission-approved Acquirer with the
opportunity to enter into employment contracts with the
Oral Opioid Fentanyl Core Employees.  Respondents shall
remove any impediments within the control of
Respondents that may deter these employees from
accepting employment with the Commission-approved
Acquirer, including, but not limited to, any non-compete
provisions of employment or other contracts with
Respondents that would affect the ability of those
individuals to be employed by the Commission-approved
Acquirer.

H. Not later than the earlier of the following dates:  (1) ten
(10) Days after notice by staff of the Commission to the
Respondents to provide the Product Employee
Information; or (2) ten (10) Days after the Closing Date,
Respondents shall provide the Commission-approved
Acquirer or the Proposed Acquirer the Product Employee
Information related to the Oral Opioid Fentanyl Core
Employees.  Failure by Respondents to provide the
Product Employee Information for any relevant employee
within the time provided herein shall extend the Oral
Opioid Fentanyl Access Period with respect to that
employee in an amount equal to the delay.

Decision and Order

FEDERAL TRADE COMMISSION DECISIONS
VOLUME 138

                           612



I. Prior to the Closing Date, Respondents shall secure all
consents and waivers from all Third Parties that are
necessary for the licensing of the Oral Opioid Fentanyl
Assets to the Commission-approved Acquirer, or for the
continued research, Development, manufacture, use, import,
sale, marketing or distribution of Oral Opioid Fentanyl by
the Commission-approved Acquirer.

J. Upon reasonable notice and request from the Commission-
approved Acquirer to the Respondents, Respondents 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 Respondents with respect to the Development
and manufacture of Oral Opiod Fentanyl, that the
Commission-approved Acquirer might reasonably need in
order to receive and use the Oral Opioid Fentanyl 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) is fully validated,
qualified, and approved by the FDA, and able to
manufacture Oral Opioid Fentanyl independently of the
Respondents.

K. Pending the granting, licensing, delivery or conveyance of
the Oral Opioid Fentanyl Assets, Respondents shall take
such actions as are necessary to maintain the full
economic viability, marketability and competitiveness of
the business associated with the Oral Opioid Fentanyl
Assets, to minimize any risk of loss of competitive
potential for the business associated with the Oral Opioid
Fentanyl Assets, and to prevent the destruction, removal,
wasting, deterioration, or impairment of any of the Oral
Opioid Fentanyl Assets except for ordinary wear and tear.
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L. After the Marketing Licensing Date (except for the
manufacture and Development of Oral Opioid Fentanyl, in
which case, this Paragraph shall apply as of the Closing
Date), Respondents shall not join, or file, prosecute or
maintain any suit, in Law or equity, against the
Commission-approved Acquirer or the Oral Opioid
Fentanyl Releasee(s) for the research, Development,
manufacture, use, import, sale, marketing or distribution of
Oral Opioid Fentanyl (but only as to those Products that are
commercialized or in Development as of the Closing Date)
under the following:

1. any Patents owned or licensed by Respondents as of the
Effective Date or acquired after the Effective Date that
claim the use of Oral Opioid Fentanyl in the Field of
pain management; or 

2. that claim any aspect of the research, Development,
manufacture, use, import, sale, marketing, or distribution
of Oral Opioid Fentanyl other than such Patents that
claim inventions conceived by and reduced to practice by
Respondents’ employees after the Effective Date.

M. Respondents shall maintain manufacturing facilities for
the Oral Opioid Fentanyl finished drug product, that are
validated, qualified and approved by the FDA, and fully
capable of producing Oral Opioid Fentanyl finished drug
product and shall Contract Manufacture and supply such
finished drug product to the Commission-approved
Acquirer until the Commission-approved Acquirer (or the
Designee of the Commission-approved Acquirer) is fully
validated, qualified and approved by the FDA and able to
manufacture Oral Opioid Fentanyl finished drug product
in a facility that is independent of Respondents; 

provided, however, this obligation shall not exceed six (6)
years from the Closing Date; 
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provided further, 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 secure the FDA approvals necessary
to manufacture Oral Opioid Fentanyl finished drug product in a
facility that is independent of Respondents.

N. At any time after the Generic Entrant Forbearance Date,
Respondents shall not seek to enforce any Patent(s) related
to Oral Opioid Fentanyl that is filed pursuant to 21 U.S.C.
§ 355(b)(1) as a part of the following:

1. the NDA No. 20-747, as supplemented, or amended; or

2. any Application filed by the Respondents for the
purposes of obtaining an approval to label a formulation
of Oral Opioid Fentanyl as  “Sugar-Free” or an
equivalent labeling designation,

against any Third Party to the extent that such enforcement
might prohibit, limit, or otherwise impair the Third Party’s
ability to commercialize a Product under an ANDA filed by
the Third Party that references such Patent(s) and the Product
listed under the above-referenced NDA; provided, however,
that this Paragraph shall not apply to Patents solely related to
Substantially Sugar-Free Formulations of Oral Opioid Fentanyl
until Final FDA Approval of OVF.

O. Not later than the Generic Entrant Forbearance Date,
Respondents shall make available to the public those
patent applications filed by Respondents, not already
published, that are related to Oral Opioid Fentanyl. 

P. The purpose of the grant, license, delivery and conveyance
of the Oral Opioid Fentanyl Assets to a Commission-
approved Acquirer is to create an independent, viable and
effective competitor in the relevant market in which the
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Oral Opioid Fentanyl 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.

III.

IT IS FURTHER ORDERED that:

A. At any time after Respondents sign the Consent
Agreement in this matter, the Commission may appoint a
monitor (“Interim Monitor”) to assure that Respondents
expeditiously comply with all of their obligations and
perform all of their responsibilities as required by this
Order, and the Remedial Agreements. 

B. The Commission shall select the Interim Monitor, subject to
the consent of Respondents, which consent shall not be
unreasonably withheld.  If neither Respondent has 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 Respondents of the
identity of any proposed Interim Monitor, Respondents
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, Respondents 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
Respondents’ 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, Respondents shall
consent to the following terms and conditions regarding 
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the powers, duties, authorities, and responsibilities of the
Interim Monitor:

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

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

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

a. the completion by Respondents 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 that it is
fully capable of producing the relevant Product(s)
acquired pursuant to a Remedial Agreement
independently of Respondents; or

b. the completion by Respondents of the last obligation
under the Order pertaining to the Interim Monitor’s
service;

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 Respondents’ personnel, books,
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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 Respondents’ compliance
with their obligations under the Order, including, but not
limited to, their obligations related to the relevant assets. 
Respondents 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 Respondents’ compliance with the Order.

5. The Interim Monitor shall serve, without bond or
other security, at the expense of Respondents 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
Respondents, such consultants, accountants, attorneys
and other representatives and assistants as are
reasonably necessary to carry out the Interim
Monitor’s duties and responsibilities.

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

7. Respondents shall report 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
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reports submitted to the Interim Monitor by
Respondents, and any reports submitted by the
Commission-approved Acquirer with respect to the
performance of Respondents’ 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 Respondents of
their obligations under the Order. 

8. Respondents 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 Paragraph.

G. The Commission may on its own initiative, or at the
request of the Interim 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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H. The Interim Monitor appointed pursuant to this Order may
be the same person appointed as a Divestiture Trustee
pursuant to the relevant provisions of this Order.

IV.

IT IS FURTHER ORDERED that:

A. If Respondents have not fully complied with the
obligations to grant, license, deliver or otherwise convey
relevant assets as required by this Order, the Commission
may appoint a trustee (“Divestiture Trustee”) to grant,
license, deliver or otherwise convey the assets required to
be granted, licensed, delivered or otherwise conveyed
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, Respondents shall consent to
the appointment of a Divestiture Trustee in such action to
grant, license, deliver or otherwise convey 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 Respondents to comply
with this Order.

B. The Commission shall select the Divestiture Trustee,
subject to the consent of Respondents, which consent shall
not be unreasonably withheld.  The Divestiture Trustee shall
be a person with experience and expertise in acquisitions
and divestitures.  If Respondents have not opposed, in
writing, including the reasons for opposing, the selection of
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any proposed Divestiture Trustee within ten (10) Days after
notice by the staff of the Commission to Respondents of the
identity of any proposed Divestiture Trustee, Respondents
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, Respondents 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, Respondents 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 grant, license, deliver or otherwise convey
the assets that are required by this Order to be granted,
licensed, delivered or otherwise conveyed.

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. 
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3. Subject to any demonstrated legally recognized
privilege, the Divestiture Trustee shall have full and
complete access to the personnel, books, records and
facilities related to the relevant assets that are required
to be assigned, granted, licensed, divested, delivered
or otherwise conveyed by this Order and to any other
relevant information, as the Divestiture Trustee may
request.  Respondents shall develop such financial or
other information as the Divestiture Trustee may
request and shall cooperate with the Divestiture
Trustee.  Respondents shall take no action to interfere
with or impede the Divestiture Trustee’s
accomplishment of the divestiture.  Any delays in
divestiture caused by Respondents shall extend the
time for divestiture under this Paragraph in an amount
equal to the delay, as determined by the Commission
or, for a court-appointed Divestiture Trustee, by the
court.

4. The Divestiture Trustee shall use commercially
reasonable efforts to negotiate the most favorable price
and terms available in each contract that is submitted to
the Commission, subject to Respondents’ absolute and
unconditional obligation to divest expeditiously and at
no minimum price.  Each divestiture shall be made in the
manner and to an acquirer as required by this Order;
provided, however, if the Divestiture Trustee receives
bona fide offers from more than one acquiring entity, and
if the Commission determines to approve more than one
such acquiring entity, the Divestiture Trustee shall divest
to the acquiring entity selected by Respondents from
among those approved by the Commission; provided
further, however, that Respondents shall select such
entity within five (5) Days after receiving notification of
the Commission’s approval.

5. The Divestiture Trustee shall serve, without bond or
other security, at the cost and expense of Respondents,
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on such reasonable and customary terms and conditions
as the Commission or a court may set.  The Divestiture
Trustee shall have the authority to employ, at the cost
and expense of Respondents, such consultants,
accountants, attorneys, investment bankers, business
brokers, appraisers, and other representatives and
assistants as are necessary to carry out the Divestiture
Trustee’s duties and responsibilities.  The Divestiture
Trustee shall account for all monies derived from the
divestiture and all expenses incurred.  After approval by
the Commission of the account of the Divestiture
Trustee, including fees for the Divestiture Trustee’s
services, all remaining monies shall be paid at the
direction of the Respondents, and the Divestiture
Trustee’s power shall be terminated.  The compensation
of the Divestiture Trustee shall be based at least in
significant part on 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 misfeasance, gross negligence, willful or wanton
acts, or bad faith by the Divestiture Trustee.

7. In the event that 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
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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 assets of Respondents
and effect such arrangements as are necessary 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
Respondents and to the Commission every sixty (60)
Days concerning the Divestiture Trustee’s efforts to
accomplish the divestiture.

10. 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, 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 a 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.

V.

IT IS FURTHER ORDERED that:

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

B. Within five (5) Days of the occurrence of each of the
following events, Respondent shall notify the Commission,
the Commission-approved Acquirer, and the Interim
Monitor (if any has been appointed) in writing of the
occurrence of such event: 

1. the following events related to an Application related to
OVF:

a. filing of an Application;

b. issuance of  an Approvable Letter; and  

c. issuance of an Approval Letter; and

2. the following events related to an Application seeking
pediatric exclusivity related to Oral Opioid Fentanyl:

a. receipt by Respondents of a request from the FDA to
submit a pediatric study to the FDA;

b. submission by the Respondents to the FDA of the
protocol related to the pediatric study;

c. submission by the Respondents of the pediatric study
to the FDA; and
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d. receipt by Respondents of grant or denial of Pediatric
Exclusivity from the FDA.

3. the following events related to an Application seeking
approval of a Substantially Sugar-Free Formulation(s) of
Oral Opioid Fentanyl:

a. filing of an Application;

b. issuance of an Approvable Letter;

c. issuance of a Not Approvable Letter; and

d. issuance of an Approval Letter.

C. Within thirty (30) Days after the date this Order becomes
final, and every sixty (60) Days thereafter until Respondents
have fully complied with Paragraphs II.A. (i.e. has granted,
licensed, delivered or otherwise conveyed all relevant assets
to the Commission-approved Acquirer in a manner that
fully satisfies the requirements of the Order), II.B., II.D.,
and all its responsibilities to render transitional services to
the Commission-approved Acquirer as provided in the
Remedial Agreement(s), Respondents shall submit to the
Commission a verified written report setting forth in detail
the manner and form in which they intends to comply, are
complying, and have complied with this Order. 
Respondents shall submit at the same time a copy of its
report concerning compliance with this Order to the Interim
Monitor, if any Interim Monitor has been appointed. 
Respondents shall include in their reports, among other
things that are required from time to time:

1. a full description of the efforts being made to comply
with the relevant Paragraphs of the Order; 

2. if Barr is rejected by the Commission pursuant to
Paragraph II.A., a description of all substantive contacts
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or negotiations related to the licensing of the Oral Opioid
Fentanyl Assets and the identity of all parties contacted
and copies of all written communications to and from
such parties, all internal memoranda, and all reports and
recommendations concerning completing its obligations
to license the Oral Opioid Fentanyl Assets;

3. a detailed plan to deliver all Confidential Business
Information required to be delivered to the Commission-
approved Acquirer pursuant to Paragraph II.B, and
agreed upon by the Commission-approved Acquirer and
the Interim Monitor (if applicable) and any updates or
changes to such plan; 

4. a description of all Confidential Business Information
delivered to the Commission-approved Acquirer,
including the type of information delivered, method of
delivery, and date(s) of delivery;

5. a description of the Confidential Business Information
currently remaining to be delivered and a projected
date(s) of delivery; and

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

D. One (1) year after the date this Order becomes final,
annually for the next nine (9) years on the anniversary of
the date this Order becomes final, and at other times as the
Commission may require, Respondents shall file a verified
written report with the Commission setting forth in detail
the manner and form in which they have complied and are
complying with this Order.
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VI.

IT IS FURTHER ORDERED that Respondents shall
notify the Commission at least thirty (30) Days prior to any
proposed (1) dissolution of the Respondents, (2) acquisition,
merger or consolidation of Respondents, or (3) any other change
in the Respondents that may affect compliance obligations arising
out of the order, including, but not limited to, assignment, the 

creation or dissolution of subsidiaries, or any other change in
Respondents.

VII.

IT IS FURTHER ORDERED that, for the purpose of
determining or securing compliance with this Order, and subject
to any legally recognized privilege, and upon written request with
reasonable notice to Respondents made to their principal United
States offices, Respondents shall permit any duly authorized
representative of the Commission:

A. Access, during office hours of Respondents 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 Respondents related to
compliance with this Order; and 

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

VIII.

IT IS FURTHER ORDERED that this Order shall terminate
on September 20, 2024.
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APPENDIX I
NON-PUBLIC

ORAL OPIOID FENTANYL LICENSE AND SUPPLY
AGREEMENT

[Redacted From Public Record Version But Incorporated By
Reference]
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1 This literature is reviewed at Generic Drug Entry Prior to
Patent Expiration: An FTC Study 9 (July 2002).

STATEMENT OF THE COMMISSION

Today, the Commission released a proposed complaint and
accepted for public comment a proposed consent order that
obtains significant relief regarding Cephalon, Inc.’s proposed
acquisition of Cima Labs Inc.  The complaint alleges that the
acquisition may substantially lessen competition in the market for
the manufacture and sale of prescription drug products to treat
breakthrough cancer pain (BTCP).  These medications bring
many cancer patients significant improvement in the quality of
their lives.  Cephalon’s product Actiq is the only treatment on the
market indicated for BTCP.  Cima Labs is developing oravescent
fentanyl (OVF), which is in Phase III clinical trials and is the
product best positioned to enter the market.

To address potential anticompetitive effects that may arise
from the transaction as originally contemplated, the Commission
has required the merging parties to grant a license and transfer all
of the technological know-how for Actiq to Barr Laboratories,
Inc., a leading generic drug manufacturer.  This transfer will
significantly expedite the entry of a generic BTCP product.  Our
experience and the empirical literature1 demonstrate that the entry
of a generic BTCP product will provide a substantially lower-
priced alternative to consumers and thereby significantly lower
the average price of BTCP medication.  The availability of a
substantially lower-priced BTCP medication will be particularly
important for patients on limited budgets or without insurance.

Normally, creation of a generic competitor would be
insufficient to solve the anticompetitive problems raised by a
merger of two branded pharmaceutical competitors.  In the usual
case, such a remedy would not replace the lost promotion and
innovation competition between the branded companies regarding
the particular illness the companies competed to treat.  In this
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2 The license to Barr provided by the order enables Barr to
begin marketing the generic versions of Actiq at the earliest of
final FDA approval of OVF or various specified dates.  If
Cephalon delays the introduction of OVF, the license allows Barr
to market the generic products at specific dates that approximate
the time that the parties’ premerger documents predict OVF
would have been launched.

case, however, the facts showed that an important anticompetitive
effect of the merger was to defeat generic competition.  The facts
further showed that there is not likely to be any further innovation
competition between Cephalon and Cima for BTCP products
because, among other things, Actiq is near the end of its patent
life and neither Cephalon nor Cima has any other BTCP products
in the pipeline.  Moreover, Actiq and OVF are both formulations
of fentanyl, a readily-available, non-patented active ingredient.

The earlier entry of lower-priced generic Actiq, made possible
by the remedy, will more than restore any loss in brand-to-brand
price competition that would have occurred between Cephalon
and Cima.  The average price that consumers will pay for BTCP
medication will be lower after the merger and the proposed
remedy than it would have been without the merger and remedy. 
In addition, the consent order ensures that the competition
between Actiq and its generic equivalent will be robust.  Because
the generic product should be on the market no later
than the launch of OVF,2 Cephalon will be unable to shift patients
preemptively to OVF to undermine generic competition.  Thus,
the proposed remedy would bring significant benefits to patients
and would reverse the anticompetitive effects of the proposed
acquisition.

Commissioner Thompson has dissented, arguing that the
Commission should have sought a preliminary injunction to block
this transaction on the grounds that there is a group of consumers
who would purchase a branded BTCP product and would thus
face higher prices.  However, the evidence is not clear that this

Statement

FEDERAL TRADE COMMISSION DECISIONS
VOLUME 138

631



3 In the face of generic entry, branded companies frequently
raise the price for branded products that did not previously face
such competition.  See supra note 1.  In this case, however, given
the particular characteristics regarding the branded formulations,
it is unclear whether the branded price actually will increase.

4 See, e.g., Schering-Plough Corp., Dkt. No. 9297, available
at
<http://www.ftc.gov/os/adjpro/d9297/031218commissionopinion.
pdf> (agreement between branded and generic manufacturers to
delay entry of generic); Biovail Corp., Dkt. No. C-4060 (consent
order); available at
<http://www.ftc.gov/os/2002/04/biovailcomplaint.htm> (wrongful
Orange Book listing for Tiazac); Biovail Corp. and Elan Corp.,
Dkt. No. C-4057 (consent order), available at
<http://www.ftc.gov/os/2002/06/biovailelancmp.pdf> (agreement
among generic drug companies to divide market for generic
Adalat CC); Abbott Labs., Dkt. No. C-3945 (consent order),
complaint available at
<http://www.ftc.gov/os/2000/05/c3945complaint.htm>; Geneva
Pharm., Inc., Dkt. No. C-3946 (consent order), complaint
available at
<http://www.ftc.gov/os/2000/05/c3946complaint.htm>; Hoechst
Marion Roussel, Inc., Dkt. No. 9293 (consent order), complaint
available at
<http://www.ftc.gov/os/2000/03/hoechstandrxcomplaint.htm>.

will happen.  Even if it were to happen, this outcome would be a
well-recognized result of the introduction of generic competition.3
In the past, the Commission has recognized and resolved the
particular tradeoff that concerns Commissioner Thompson today. 
The Commission, including Commissioner Thompson, has
recognized the net benefits that arise from the entry of generic
pharmaceutical products and consequently has devoted substantial
resources to identify and prohibit anticompetitive practices that
have made the entry of generic drugs more difficult.4  As in our
earlier cases, the benefits that earlier generic entry will bring to
consumers of BTCP treatment in terms of lower average prices
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5 In his dissent, Commissioner Thompson relies on a
statement in the old case of United States v. Philadelphia
National Bank, 374 U.S. 321, 371 (1963), that anticompetitive
mergers cannot be justified by some “ultimate reckoning of social
or economic debits and credits.”  We support this general
principle.  The issue here, however, is whether the transaction, as
modified by the Order, can be considered anticompetitive in the
first place when price increases, if any, are weighed against much
larger price decreases to the same group of customers.  In any
merger case, predictions of procompetitive and anticompetitive
effects are inherently uncertain, and – whether we choose to
challenge or to pass – there often is a risk that one set of
consumers will benefit and another set will lose.  We are choosing
between probabilities rather than sets of consumers.

greatly exceed any price increases to the less price-sensitive
patients who may continue to choose branded products.5  Contrary
to Commission Thompson’s claim, the underlying rationale for
the relief mandated in this case is supported by unanimous
Commission precedent.
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Analysis of Proposed Consent Order to aid Public Comment

The Federal Trade Commission has accepted, subject to final
approval, an Agreement Containing Consent Orders (“Consent
Agreement”) from Cephalon, Inc. and Cima Labs, Inc., which is
designed to remedy the anticompetitive effects of the acquisition
of Cima by Cephalon.  Under the terms of the proposed Consent
Agreement, Cephalon would be required to grant to a third party
company, a fully paid-up, irrevocable license to make and sell a
generic equivalent of its breakthrough cancer pain (“BTCP”) drug
Actiq in the United States.

The proposed Consent Agreement has been placed on the
public record for thirty days for receipt of comments by interested
persons.  Comments received during this period will become part
of the public record.  After thirty days, the Commission will again
review the proposed Consent Agreement and the comments
received, and will decide whether it should withdraw from the
proposed Consent Agreement or make final the Decision and
Order (“Order”).

Pursuant to an Agreement and Plan of Merger dated November
3, 2003, between Cephalon and Cima, Cephalon proposes to
acquire 100 percent of the issued and outstanding shares of Cima
in a stock-for-stock transaction valued at approximately $515
million.  Cephalon also intends to pay consideration such that
each issued and outstanding share of Cima common stock will be
converted into the right to receive $34.00 in cash.  The
Commission’s Complaint alleges that the proposed acquisition, if
consummated, would constitute a violation of Section 7 of the
Clayton Act, as amended, 15 U.S.C. § 18, and Section 5 of the
Federal Trade Commission Act, as amended, 15 U.S.C. § 45, in
the market for prescription drug products indicated for the
treatment of BTCP.  The proposed Consent Agreement will
remedy the alleged violations by replacing the lost potential
competition that would result from the merger in this market.

Drugs for the treatment of BTCP help to reduce or eliminate
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the spikes of intense pain experienced by patients receiving opioid
therapy for their chronic pain.  By providing a faster onset of pain
relief than short-acting oral opioids, BTCP products allow
patients to be more active.  Because many patients with BTCP are
not in hospitals, BTCP products are self-administered and
produced in a convenient and portable dosage form.  These
characteristics of BTCP medications provide terminally ill cancer
patients a significant improvement to the quality of their lives. 
Annual sales of BTCP drugs total more than $200 million in the
United States, and the market is growing rapidly.

The U.S. market for drugs to treat BTCP is a monopoly. 
Cephalon markets Actiq, the only product currently indicated for
the treatment of BTCP on the market.   Actiq is a fentanyl-
containing, berry-flavored lollipop.  Cephalon is also developing
a sugar free formulation of Actiq which it expects to launch in
2005.  Cima is in Phase III of clinical development of its
OraVescent fentanyl (“OVF”) product, which is a fast-dissolving,
effervescent, sugar-free fentanyl tablet.  Cima intends to seek
approval from the Food and Drug Administration (“FDA”) by the
end of 2004 or in the first quarter of 2005.  OVF is expected to
enter the U.S. market in 2006 or 2007 and is the product best-
positioned to enter the U.S. market and compete with Cephalon’s
Actiq.

Both branded and generic entry into the market for BTCP
products is difficult, time consuming, and costly.  Cima is the firm
best positioned to enter the market. Other firms that have
undertaken efforts to develop BTCP products are well behind
Cima.  In fact, entry in the BTCP market by any other branded or
generic firm is not expected to occur until at least 2008.  Both
generic and branded entry is delayed by numerous barriers,
including intellectual property, regulatory, technological,
manufacturing, and marketing.  Entry, therefore, would not be
likely, timely, or sufficient to counteract the anticompetitive
effects of the acquisition.

The proposed acquisition would cause significant
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anticompetitive harm in the U.S. market for BTCP products by
eliminating potential competition between Cephalon and Cima. 
With only one firm currently marketing a BTCP drug to
customers in this market (Cephalon), the entry of Cima likely
would increase competition and reduce prices for drugs indicated
for the treatment of BTCP.  Accordingly, allowing Cephalon to
control both Cima’s product and its own potentially competing
product would reduce the number of rivals in the future from two
to one and likely force customers to pay higher prices for their
BTCP drugs.  Moreover, Cephalon’s ownership of both products
will allow it to undermine generic entry by shifting patients to the
patent-protected OVF product prior to generic launch, depriving
consumers of the full benefits of generic competition.

The proposed Consent Agreement therefore requires Cephalon
to grant a license and transfer all of its technological know-how
and intellectual property related to Actiq (“Actiq license assets”)
to an upfront buyer no later than ten days after the acquisition is
consummated.  Cephalon has selected Barr Laboratories, Inc.
(“Barr”) as the upfront buyer.  Barr is a reputable generic
manufacturer and is well-positioned to manufacture a generic
version of Actiq.  If the Commission determines that Barr is not
an acceptable purchaser, or if the manner of the grant, license,
delivery or conveyance is not acceptable, Cephalon and Cima
must rescind the transaction with Barr and grant, license, deliver
or otherwise convey the Actiq license assets to a Commission-
approved buyer not later than six months from the date the Order
becomes final.  Should they fail to do so, the Commission may
appoint a trustee to divest the Actiq license assets.

The proposed remedy contains several provisions designed to
ensure the successful and timely development of OVF, sugar-free
Actiq, and generic Actiq.  Cephalon must transfer all of its
technological know how and intellectual property related to both
the sugar and sugar free formulations of Actiq to Barr
immediately in accordance with the terms of the Cephalon/Barr
License and Supply Agreement.  In the event that Barr is not able
to manufacture an FDA-approved generic version of Actiq by the
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date the licenses take effect, the Order requires Cephalon to
supply Barr with Actiq to be marketed as a generic.  The Order
also contains date certain provisions that provide incentives for
Cephalon not to delay the development and launch of OVF or
sugar-free Actiq.  The licenses for the marketing rights for sugar
and sugar-free Actiq are triggered by dates certain.  These dates
certain triggers provide Cephalon with a strong incentive to
launch OVF as soon as possible or risk Barr’s launch of generic
Actiq even before Cephalon’s OVF.  Further, the Order contains
provisions that require Cephalon to timely develop the sugar free
formulation by a date certain, or if it fails to do so, to license Barr
five months earlier.  With the licenses and technology transfer
provided by Cephalon, Barr will be able to compete aggressively
in the BTCP market against Actiq.  The proposed remedy also
prohibits Cephalon from making certain regulatory filings that
would delay FDA approval of Barr’s generic Actiq.  These
provisions ensure that Barr will be in a position to launch a
generic version of Actiq no later than OVF launch, eliminating
the anticompetitive effects of the proposed acquisition and
providing patients with earlier access to a lower priced generic
product.

Normally a generic remedy would not be sufficient to solve the
anticompetitive problems raised by a merger of two branded
pharmaceutical competitors because it does not replace the lost
promotion and innovation competition between branded
companies.  In this case, the evidence showed that there is not
likely to be any further innovation competition between Cephalon
and Cima because, among other things, Actiq is near the end of its
patent life.  Moreover, Actiq and OVF are both formulations of
fentanyl, a readily-available, non-patented active ingredient.  The
facts showed that an important anticompetitive effect of the
merger was to defeat generic competition.  The evidence in this
case also suggests that, regardless of the merger, Cephalon will no
longer promote the sugar-based Actiq formulation after OVF’s
launch.  Finally, any lost brand-to-brand price competition which
would have occurred between Cephalon and Cima is more than
restored by the early entry of lower priced generic versions of
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sugar and sugar-free Actiq.  As a result, the generic remedy
replaces the lost price competition that likely would have
occurred.  The proposed remedy would bring significant benefits
to patients and would reverse the anticompetitive effects of the
proposed acquisition.

The purpose of this analysis is to facilitate public comment on
the proposed Consent Agreement, and it is not intended to
constitute an official interpretation of the proposed Consent
Agreement or to modify its terms in any way.
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1 Staff of the Bureau of Competition, “Frequently Asked
Questions About Merger Consent Order Provisions,” (Answer to
Question 1.), available at http://www.ftc.gov/bc/mergerfaq.htm.

DISSENTING STATEMENT OF COMMISSIONER
MOZELLE W. THOMPSON

The Commission has accepted, subject to public comment and
final approval, a proposed settlement from Cephalon, Inc., and
Cima Labs Inc.  This settlement is intended to remedy the likely
anticompetitive effects of Cephalon’s $515 million acquisition of
Cima in the $200 million market for drugs that treat terminally ill
patients for sporadic breakthrough cancer pain (“BTCP”).  I must
dissent from the Commission’s acceptance of the unprecedented
proposed remedy because neither the merging parties nor the
investigation have demonstrated that the remedy would
substantially restore the lost competition between Cephalon and
Cima.

I strongly concur with the allegations in the Commission’s
complaint, which correctly alleges that Cephalon is a monopolist
in the BTCP drug market.  It also alleges that Cephalon
unlawfully proposes to acquire Cima, the best-positioned
potential competitor who would otherwise have likely entered the
market within the next several years – well ahead of other
potential entrants. 

“Every order in a merger case has the same goal: to preserve
fully the existing competition in the relevant market or markets.”1

The proposed settlement in this case – which seeks to restore the
lost branded competition from Cima by facilitating the entry of a
generic product – fails because it cannot meet this goal. 
Accordingly, the Commission should have rejected the proposed
settlement.  Further, because the Cephalon/Cima merger in
substance appears to be for the primary purpose of allowing

Statement

FEDERAL TRADE COMMISSION DECISIONS
VOLUME 138

639



2 Cephalon outbid several alternative suitors, whose deals
with Cima would not likely have raised antitrust concerns.

3 Robert Pitofsky, “The Nature and Limits of Restructuring in
Merger Review,” February 17, 2000, available at
http://www.ftc.gov/speeches/pitofsky/restruct.htm.

Cephalon to gain control of Cima’s new BTCP product,2 I believe
that the Commission should have sought to block this merger in
court.

The Commission may challenge a proposed transaction that it
believes will lessen competition, or it may take a settlement that
restores the competition lost.  Historically, the Commission has
been extraordinarily successful in identifying and blocking
proposed mergers that are likely anticompetitive.  In a case such
as this one, which involves a monopolist’s acquiring the best-
positioned potential entrant, I am confident that the Commission
would be able to successfully block the proposed merger and
preserve competition.  Indeed, I found the evidence supporting the
Commission’s complaint against Cephalon and Cima particularly
compelling and sufficient to demonstrate that the proposed
combination would eliminate the expected future competition
between the two companies.  This elimination of future
competition would allow Cephalon to keep BTCP drug prices at
monopoly levels, which would harm cancer patients – a
particularly vulnerable group of consumers.  Litigation and a
district court’s entry of a “full-stop” injunction would have been
warranted because of the unusual strength of this antitrust case.

I recognize that in many Commission merger investigations,
merging parties offer a settlement to avoid a Commission
challenge to their proposed transaction.  In such cases, “the
burden of coming forward with adequate restructure proposals
should be on the sponsors of the merger.”3  Furthermore,
divestiture is typically employed where selling the assets used to
manufacture and sell one company’s competing product to a
qualified new competitor can effectively replace the lost
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4 Staff of the Bureau of Competition, “Statement of the
Federal Trade Commission’s Bureau of Competition on
Negotiating Merger Remedies,” (In discussion under “The Assets
to Be Divested”), available at
http://www.ftc.gov/bc/bestpractices/bestpractices030401.htm.

5 Richard G. Parker and David A. Balto, “The Evolving
Approach to Merger Remedies,” at 2, available at

competition.4  Perhaps because divesting one of the merging
companies’ branded products is the most effective and efficient
means of restoring lost competition, the Commission has never
taken a settlement for a pharmaceutical merger that requires a
respondent to take measures to facilitate generic entry where
companies are marketing (or here, where one is marketing and the
other likely soon will also be selling) branded products.  I
understand the argument that by requiring Cephalon to license
generic entry, such entry is more certain and more quickly
achieved, thus assuring that some customers would gain
significant savings.  However, while generic products and
branded products are interchangeable to some extent, they are not
necessarily considered reasonable substitutes by a significant
segment of consumers in the typical pharmaceutical market.  As a
result, the Commission historically has been unwilling to trade
away a branded product for a generic one in a Commission
merger settlement.  

I acknowledge the argument in this case that some end-stage
cancer patients who buy BTCP drug products may be more price
sensitive than customers in typical pharmaceutical markets
because they do not have sufficient insurance coverage.  But the
investigation failed to develop any empirical or other compelling
evidence substantiating that this particular market has such
exceptional characteristics that a generic product could serve as a
substitute for a branded product.  Without such compelling
evidence, the Commission should not accept a proposed
settlement because “(t)he risk of inadequate relief . . . should not
be borne by consumers.”5  The parties likewise failed to present

Statement

FEDERAL TRADE COMMISSION DECISIONS
VOLUME 138

641



http://www.ftc.gov/speeches/other/remedies.htm.

evidence that shows that facilitating generic entry in the BTCP
drug market will substantially replace the competition lost
between Cephalon and Cima.  By contrast, I found it particularly
troubling that based on a range of economically reasonable
assumptions about this pharmaceutical market, the Commission
could have concluded just as easily that less price-sensitive
patients could well suffer price increases that may possibly
amount to tens of millions of dollars, notwithstanding the
licensing of generic entry following the merger.  

The majority statement cites other Commission challenges to
restraints as support for picking which consumers will win and
which will lose in pharmaceutical markets.  However, these
challenged restraints were intended to, and did, hinder generic
entry, and the thrust in our remedies in these cases is to allow free
competition to work.  A subtle but important policy perspective is
that the free market picked the winners and losers; we only
allowed the market to work.  The Commission did not manipulate
the outcome of these markets.  

In reading the majority’s statement, I observe though that the
majority unfortunately compares market outcomes in its statement
instead of evaluating the Commission’s appropriate role in
providing antitrust protection in American markets.  Our Clayton
Act, Section 7 mandate is simple:  protect markets so that the
competitive process provides the market outcomes, such as
quantity produced, prices charged, and who wins and loses
financially.  I disagree with a merger remedy policy that instead
embraces manipulating the structure of market competition and
trades off recognized (or probable) benefits for one segment of
consumers for recognized (or probable) harm to another.  As the
Supreme Court over 40 years ago established, antitrust policy
does not countenance mergers that are anticompetitive but are,
“on some ultimate reckoning of social or economic debits and
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6 Setting out the bounds of Section 7 enforcement, the Court
further cautions decision makers:  “A value choice of such
magnitude is beyond the ordinary limits of judicial competence,
and in any event has been made for us already, by Congress when
it enacted the amended § 7.”  United States v. Philadelphia
National Bank, 83 S.Ct. 1715, 1745 (1963).  The majority
statement strains in a failed attempt to distinguish away this
Supreme Court case.  Regardless of whether customers are within
different geographic markets or within different segments of a
relevant product market, a reasonable reading of the case is that
the Supreme Court does not condone the type of consumer
welfare tradeoffs that the majority statement endorses.

credits, . . . deemed beneficial.”6  This policy principle equally – if
not even more so – applies to government-imposed restructurings
in merger remedies.  Accordingly, I believe that the Commission
should refrain from accepting settlements that expressly
contemplate benefitting one group of customers at the expense of
other customers, especially where challenging a merger would
likely be successful and the Commission is able to fulfill its
mandate to protect all consumers from antitrust harm.  For all of
these reasons, I believe that the Commission should have rejected
the proposed settlement and challenged this transaction.

As a final note, I recognize that the pharmaceutical industry
over the recent past has transformed itself to an industry where
larger, established companies refrain from developing the bulk of
their products internally and instead often acquire smaller R&D
companies as a means of stocking their portfolio of products. 
This transaction provides the Commission with the opportunity to
demonstrate its commitment to aggressively protect
pharmaceutical consumers under these changed market dynamics. 
Instead, I fear that the Commission today may be signaling the
industry that dominant firms in pharmaceutical markets now have
the antitrust “green light” to acquire competitors or potential
entrants in exchange for a remedy that restructures markets in
ways that trump the free market decision as to who will benefit
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from the market and who will be harmed, as well as the extent of
these effects on different groups of consumers.  Accordingly, I
believe that the Commission should have rejected the proposed
settlement and challenged the transaction in order to protect fully
consumers in the BTCP drug market and to signal the
Commission’s antitrust resolve in both challenging
anticompetitive mergers and only accepting remedies that
minimize consumer exposure to anticompetitive risk.
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IN THE MATTER OF

VIRGINIA BOARD OF FUNERAL DIRECTORS AND
EMBALMERS

CONSENT ORDER, ETC., IN REGARD TO ALLEGED VIOLATIONS OF

SEC. 5 OF THE FEDERAL TRADE COM MISSION ACT

Docket C-4124; File No. 0410014

Complaint, October 1, 2004--Decision, October 1, 2004

This consent order, among other things, prohibits Respondent Virginia Board of

Funeral Directors and Embalmers -- an industry regulatory board of the

Commonwealth of Virginia, and the sole licensing authority for providers of

funeral goods and services in Virginia -- from in any way acting to restrict,

impede or discourage its licensees from any truthful and non-misleading price-

related  advertising, and from enforcing any regulation the effect of which would

be to prevent licensees from notifying potential customers of prices or  discounts

through the use of truthful and non-misleading advertising.  The order also

requires the respondent to eliminate any regulation -- the effect of which would

be to prevent licensees from notifying potential customers of prices or  discounts

through the use of truthful and non-misleading advertising -- and to publish the

order in a number of ways intended to make clear to licensees that they are not

restricted from engaging in truthful and non-misleading price-related

advertising, including the advertising of discounts.

Participants

For the Commission: Robert Davis, Stephanie Langley, Patrick

J. Roach, Geoffrey D. Oliver, Joseph Eckhaus, Elizabeth A.

Piotrowski, Alan Fisher, Michael G. Vita, and Mark Frankena.

For the Respondent: Jack Kotvas, Assistant Attorney General

for the Commonwealth of Virginia, and Sarah Allen.

COMPLAINT

Pursuant to the provisions of the Federal Trade Commission

Act, as amended, 15 U.S.C. § 41, et seq., and by virtue of the

authority vested in it by said Act, the Federal Trade Commission,

having reason to believe that the Virginia Board of Funeral

Directors and Embalmers violated Section 5 of the Federal Trade
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