UNITED STATESOF AMERICA
BEFORE FEDERAL TRADE COMMISSION

COMMISSIONERS: Timothy J. Muris, Chairman
ShellaF. Anthony
Mozdlle W. Thompson
Orson Swindle
Thomas B. Leary
In the Matter of
Docket No. C-
BRISTOL-MYERS SQUIBB
COMPANY,
acorporation.

DECISION AND ORDER

The Federd Trade Commission (“Commission”) having initiated an investigation of certain acts
and practices by Respondent Bristol-Myers Squibb Company (* Respondent BMS’ or “Respondent”),
and Respondent 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 congderation and which, if issued by the
Commission, would charge Respondent with violations of Section 5 of the Federd Trade Commission
Act, asamended, 15 U.S.C. §45; and

Respondent, its attorneys, and counsd for the Commission having thereafter executed an
Agreement Containing Consent Order (* Consent Agreement”), containing an admisson by Respondent
of al thejurisdictiond facts set forth in the aforesaid draft of Complaint, a statement that the signing of
sad Consent Agreement is for settlement purposes only and does not congtitute an admission by
Respondent that the law has been violated as dleged in such Complaint, or that the factsas dleged in
such Complaint, other than jurisdictiona facts, are true, and waivers and other provisions as required
by the Commission’s Rules; and

The Commission, having theresfter considered the matter and having determined that it hed
reason to believe that Respondent has violated the said Act, 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
congderation of public comments, now in further conformity with the procedure prescribed in
Commission Rule § 2.34, 16 C.F.R. § 2.34, the Commission hereby issuesits Complaint, makes the
following jurisdictiond findings and issues the following Decison and Order (*Order”):



1.

Respondent BM S is a corporation organized, existing, and doing business under and by

virtue of the laws of the state of Delaware, with its office and principa place of business located at 345
Park Avenue, New York, N.Y. 10154.

2.

The Federa Trade Commission has jurisdiction of the subject matter of this proceeding

and of Respondent, and the proceeding isin the public interest.

ORDER

IT ISORDERED thét for the purposes of this Order, the following definitions shal gpply:

A.

“Respondent BMS’ means Bristol-Myers Squibb Company, its directors, officers,
employees, agents and representatives, predecessors, successors, and assigns; and the
subsdiaries, divisons, groups, and ffiliates controlled by Bristol-Myers Squibb
Company, and the respective directors, officers, employees, agents and
representatives, successors, and assigns of each.

“Commisson”’ means the Federa Trade Commisson.

“180-day Exclusvity Period” means the period of time established by 21 U.S.C.
8 355())(5)(B)(iv) of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. § 355 et
seq.).

“6-Hydroxy-Metabolite of Buspirone” means 6-hydroxy-8-[4-[4-(2- pyrimidinyl)-
piperazinyl]-butyl]-8-azaspiro[4.5]-7,9-dione.

“30-Month Stay” means the period of time, established by 21 U.S.C.
8§ 355(j)(5)(B)(iii), during which the FDA may not grant find gpprova to an ANDA.

“AB-rated Generic Verson” means an ANDA found by the FDA to be bioequivaent
to the Referenced Drug Product, as defined under 21 U.S.C. 8 355(j)(8)(B).

“Agreement” means anything that would congtitute an agreement under Section 1 of the
Sherman Act, 15 U.S.C. 8 1, or Section 5 of the Federal Trade Commission Act, 15
U.S.C. §45.



“ANDA” means an Abbreviated New Drug Application, as defined under 21 U.S.C. 8§
355()).

“ANDA Filer” means a person who hasfiled or submitted an ANDA with the FDA.

“ANDA Fird Filer” means the person whom the FDA determinesis and remains
entitled to, or digible for, a 180-day Exclusvity Period that has not expired.

“ANDA Product” means the product to be manufactured under the ANDA that isthe
subject of the Patent Infringement Claim.

“Applicable Law” means the statutes and regulations governing Orange Book ligtings,
including, but not limited to, 21 U.S.C. 8 355(b)(1) and (c)(2) and 21 C.F.R.
§ 314.53(b) and (c).

“Drug Product” means afinished dosage form (e.g., tablet, capsule, or solution), as
defined in 21 C.F.R. 8 314.3(b), that contains a drug substance, generaly, but not
necessarily, in association with one or more other ingredients.

“Encourage’” means suggest, advise, pressure, induce, attempt to induce, prompt, or
otherwise influence.

“Exclusive Licensg” means alicense of intdlectud property that (a) restricts the right of
the licensor to license the intellectua property to other persons, (b) reducesthe
incentives of the licensor to license the intellectua property to other persons, or (c)
grants to the licensee the right to enforce the intellectua property rights againgt other
persons.

“Expiration Date’ means 180 days after the date that the ANDA First Filer commences
commercia marketing of (1) the ANDA Product, (2) the Reference Drug Product, or
(3) any other AB-Rated Generic Verson of the Reference Drug Product.

“FDA” means the United States Food and Drug Administration.

“Ligting Information” means any statement or information of any type provided to the
FDA in furtherance of the listing or continued listing of any patent in the Orange Book,
however communicated or recorded and regardless of the subject matter, including, but
not limited to, any factud or lega subject matter.



AA.

BB.

CC.

“Materid Patent Information” means any statement or information of any type, however
communicated or recorded, regardless of the subject matter, that is materia to
patentability, as defined in 37 C.F.R. 8 1.56(b).

“NDA” means aNew Drug Application, as defined under 21 U.S.C. § 355(b),
including al changes or supplements thereto which do not result in the submission of a
new NDA.

“NDA Holder” means. (1) the person that received FDA approva to market a Drug
Product pursuant to an NDA, (2) a person owning or controlling the ability to enforce
the patent(s) listed in the Orange Book in connection with the NDA, or (3) the
predecessors, subsdiaries, divisons, groups and affiliates controlled by, controlling, or
under common control with any of the entities described in subparagraphs (1) and (2)
above (such contral to be presumed by direct or indirect share ownership of 50% or
greater), aswdl as the licensees, licensors, successors, and assigns of each of the

foregoing.

“Orange Book” means the FDA publication entitled “ Approved Drug Products with
Thergpeutic Equivaence Evduations.”

“Patent Infringement” meansinfringement of any patent or of any filed patent
application, extenson, reissue, renewd, divison, continuation, continugtion in part,
reexamination, patent term restoration, or patents of addition and extensions thereof.

“Patent Infringement Claim” means any alegation, whether threstened or included in a

complaint filed with a court of law, that an ANDA Filer’s ANDA or ANDA Product
may infringe any U.S. patent held by, or exclusvely licensed to, the NDA Holder of the
Reference Drug Product.

“Person” means both natura persons and artificia persons, including, but not limited to,
corporations, unincorporated entities, and governments.

“PTO" means the United States Patent and Trademark Office.

“Reference Drug Product” means the Drug Product identified by the ANDA Filer as
the Drug Product upon which the ANDA Filer basesits ANDA.

“Reinquish” includes, but is not limited to, abandoning, waiving, or rdinquishing.

“Sdle of Drug Products’ means the sdle of Drug Productsin or affecting



commerce, as commerce is defined in Section 4 of the Federd Trade Commission Act,
15U.S.C. §44.

DD. “Taxol” meansany paclitaxel drug product as BMS sold it as of October 1, 2002,
incdluding, but not limited to, active ingredient and formulation.

EE. “Taxol Patent” means one or more of (i) U.S. Patent No. 5,670,537, (ii) U.S. Patent
No. 5,641,803, or (iii) any other U.S. patent claiming Taxol as a compostion of matter,
or any method of using Taxal.

FF.  “UsePaent” means apatent claming an indication, dosage regimen, method of
adminigtration, or other condition of use.

IT ISFURTHER ORDERED that Respondent BMS shdl not seek, maintain, certify to, or
take any other action in furtherance of, the listing or continued listing in the Orange Book of U.S. Patent
No. 6,150,365 in connection with any NDA where the active ingredient is buspirone.

1.
IT ISFURTHER ORDERED that Respondent BMS shall not:

A. Make a Patent Infringement Claim that a Taxol Patent isinfringed by any Drug Product
or the use of any Drug Product where the subject of the Patent Infringement Claim is
the making, using, saling, offering to sdl, or importing of Taxol; or

B. Receive roydlties or other fees from another person pursuant to alicense of a Taxol
Petent to make, use, s, offer to sall, or import Taxal.

PROVIDED, HOWEVER, nothing in this paragraph shdl preclude BMS from engaging in the
conduct described in this Paragraph in connection with a Taxol Patent claiming amethod of using Taxol
in combination with another oncologica active ingredient or acompodtion of matter patent claming
Taxol in combination with another oncologica active ingredient.

V.

IT ISFURTHER ORDERED that Respondent BMS shal not take any action, or

Encourage any other person to take any action, that initiates, maintains, or causesto beinitiated or
maintained, a 30-Month Stay of FDA approva of any ANDA referencing:



A.  NDA No. 018731 (BuSpar); or
B. NDA No. 020262 (Taxol).
V.

IT ISFURTHER ORDERED that Respondent BMS shdl not make a Patent Infringement
Clamthat U.S. Patent No. 6,150,365 is infringed by any Drug Product, or the use of any Drug
Product, that contains the active ingredient buspirone, unless the Drug Product aso contains the 6-
Hydroxy-Metabalite of Buspirone and the Patent Infringement Claim is based on the 6-Hydroxy-
Metabolite of Buspirone.

VI.

IT ISFURTHER ORDERED that Respondent BMS shdl not seek, maintain, certify to, or
take any other action in furtherance of, the listing or continued listing of any patent in the Orange Book
where the listing of such patent in the Orange Book violates Applicable Law.

VII.

IT ISFURTHER ORDERED tha Respondent BMS shdl not, in connection with any patent
listed in the Orange Book under any NDA for which Respondent BMSisthe NDA Holder, take any
action, or Encourage any other person to take any action, that initiates, maintains, or causesto be
initiated or maintained, a 30-Month Stay of FDA approva of any ANDA referencing such NDA
where:

A. The patent is listed in the Orange Book under such NDA after thefiling of any ANDA
referencing such NDA,;

B. Respondent BMS, in obtaining the patent before the PTO, engaged in inequitable
conduct asthat term isjudicialy construed in the context of patent litigation;

C. Respondent BM'S provided Listing Information thet is fase or mideading;

D. Respondent BM S provided Listing Information to the FDA and Materid Patent
Information to the PTO, where Respondent BM S cannot show that, at the time the
Satements were made, it had a reasonable bdlief that the Materid Patent Information
and the Ligting Information were both accurate. A violation of this subparagraph V11.D
can be established without the Commission proving whether it isthe Listing Information
or the Materia Patent Information that is inaccurate;



E The patent isa Use Patent, and at the time of its Orange Book listing, such patent did
not claim an gpproved use of the Drug Product specified in the NDA referenced by
such ANDA,; or

F. The patent clams (1) a compaosition of matter that is ametabolite of an active ingredient
listed in the NDA referenced by such ANDA, and/or (2) amethod of use of such a
metabolite.

PROVIDED, HOWEVER it shdl not be aviolation of ether Paragraph VI1.E or VIILF if the
following three conditions are met:

@ the patent listed in the Orange Book contains aclaim or portion of aclam digtinct from
those identified in paragraph VI1.E and VII.F (* Additional Claim”);

2 an Orange Book ligting based on the Additiona Claim does not violate Applicable
Law; and

3 30 long as BM'S maintains a Patent Infringement Claim that the ANDA Filer infringes
the Additiond Clam.

VIII.

IT ISFURTHER ORDERED that Respondent BMS shall not make any statements to the
FDA that are (1) fse and mideading; and (2) materid to ether the gpprovability of an ANDA
referencing an NDA for which BMSisthe NDA Holder, or the sdle of any product pursuant to such
ANDA.

PROVIDED, HOWEVER, it shdl not be aviolation of Paragraph V111 if, & the time the
statement was made, Respondent BM S had a reasonable belief that the statement was neither false nor
mideading.

IX.

IT ISFURTHER ORDERED that Respondent BMS shdl not, in connection with a Patent
Infringement Clam:

A. Assert any fraudulent or objectively basdess clam, or otherwise engage in sham
litigation for the purpose of injuring an ANDA Filer rather than to obtain afavorable
outcome to the Petent Infringement Claim.



B. Enforce or seek to enforce any patent that it knowsisinvalid, unenforcegble, or not
infringed.

X.

IT ISFURTHER ORDERED that Respondent BMS shdl not, without providing prior
written notification to the Commisson in the manner described in Paragraph X VI (“Notification”),
acquire from another person a patent or an Exclusive License to a patent if Respondent BMS seeks or
secures the patent’ s listing in the Orange Book for an NDA which has received FDA approva. For
purposes of this Paragraph X only, the term acquire shdl exclude the assgnment or license of patentsto
Respondent BM S pursuant to an agreement existing at the time the NDA received FDA approval.

XI.

IT ISFURTHER ORDERED that Respondent BMS shdl not, with respect to any patent
for which BM S acquires a non-exclusive license from another person (the “ Acquisition”), assst in,
advise regarding, or act S0 asto affect in any manner the licensor’s or any other person’s
(1) enforcement of the patent with respect to an ANDA, (2) licensing of the patent to an ANDA Filer
with respect to an ANDA, or (3) determination of royalties or other fees paid for the patent by an
ANDA Filer with respect to an ANDA.

PROVIDED, HOWEVER  nothing in this paragraph shdl prohibit Respondent BMS from
engaging in the conduct described in this Paragraph with respect to any ANDA filed with the FDA after
the Acquigtion, unless such ANDA references the same NDA as an ANDA filed with the FDA before
the Acquidtion.

XIlI.

IT ISFURTHER ORDERED that Respondent BMS shal cease and desit, directly or
indirectly, in connection with the Sdle of Drug Products, from being a party to any Agreement resolving
or settling a Patent Infringement Claim in which:

A. An ANDA Filer recaives anything of vaue; and

B. The ANDA Filer agrees not to research, develop, manufacture, market, or e, the
ANDA Product for any period of time.

PROVIDED, HOWEVER, that nothing in this Paragraph XI1 shdl prohibit:

@ A resolution or settlement of a Patent Infringement Claim in which:



@ Respondent BMS isthe NDA Holder;

(b) The vdue recaived by the ANDA Filer, in the resolution or settlement
of the Patent Infringement Claim, is no more than (1) the right to market
the ANDA Product prior to the expiration of the patent that is the basis
for the Patent Infringement Claim, and (2) the lesser of the NDA
Holder's expected future litigation costs to resolve the Patent
Infringement Claim or $2 million; and

(© Respondent BM S has notified the Commission, as described in
Paragraph XVI.

2 Respondent BMS from resolving or settling a Patent Infringement Claim after
the Commission, in response to a request by Respondent BM S for an advisory
opinion pursuant to Section 1.2 of the Commission Rules of Practice, 16
C.F.R. 8 1.2, determinesthat the settlement Agreement would not raise issues
under Section 5 of the Federa Trade Commission Act.

3 Respondent BM S, without natice to the Commission, from seeking relief
unilateraly from acourt, including but not limited to, goplying for permanent
injunctive relief, or seeking to extend or reduce a 30-month stay pursuant to 21
U.S.C. 8 355())(5)(B)(iii).

X111,

IT ISFURTHER ORDERED that, when Respondent BM S makes a Patent Infringement
Clam in which Respondent BMS isthe NDA Holder, Respondent BMS shdll cease and desist, in
connection with the Sale of Drug Products, from being a party to any Agreement in which the ANDA
Fler agreesto refrain from researching, devel oping, manufacturing, marketing, or selling any Drug
Product that:

A. Could be approved for sde by the FDA pursuant to an ANDA; and

B. Is naither the subject of any written claim or dlegation of Patent Infringement nor the
subject of awritten representation from the ANDA Filer's counsdl that the Drug
Product would be the subject of such aclam or dlegation if disclosed to the NDA
Holder.



XIV.

IT ISFURTHER ORDERED that Respondent BMS shall cease and desis, directly or
indirectly, in connection with the Sale of Drug Products with respect to which Respondent BMSisan
NDA Holder for the Reference Drug Product(s), from being a party to any Agreement in which:

A. One party isan NDA Holder and the other party isthe ANDA First Filer for the
Reference Drug Product; and

B. The ANDA Firg Filer is prohibited by such Agreement from Relinquishing, or is
subject to a pendty, forfeiture, or loss of benefit, if it Relinquishes its right to the
180-day Exclusivity Period.

PROVIDED, HOWEVER  that nothing in this Paragraph shal prohibit any Agreement if and
only if the fallowing three conditions are dl met:

(@D} Within twenty (20) days of entering into the Agreement, the ANDA Firgt Filer
commences commercia marketing of the ANDA Product, the Reference Drug
Product, or any other AB-rated Generic Version of the Reference Drug
Product;

2 One of the following two conditions has been satisfied:

@ the 180-day Exclusivity Period, if any, has been triggered by the
commercia marketing required by proviso subparagraph (1) above,
and has begun to run with respect to the ANDA Product; or

(b) within ten (10) days of the commercid marketing of a Drug Product
other than the one subject to the ANDA, the ANDA Firgt Filer has
notified the FDA, in writing, that it will Reinquish any and dl digibility
for, and entitlement to, a 180-day Exclusivity Period, if any, for the
ANDA Product, beyond the Expiration Date; and

3 Respondent BM S has notified the Commission, as described in Paragraph
XVI.

10



XV.

IT ISFURTHER ORDERED that, in any instance where Respondent BMSisa party to a
Patent Infringement Claim in which it isthe NDA Holder, Respondent BMS shall cease and desis,
directly or indirectly, in connection with the Sde of Drug Products, from being a party to any
Agreement in which:

C. The parties do not agree to dismiss the litigation;
D. The NDA Holder provides anything of vaue to the dleged infringer; and

C. The ANDA Filer agreesto refrain during part or al of the course of the litigation from
sling the ANDA Product, or any Drug Product containing the same active chemicdl
ingredient as the ANDA Product.

PROVIDED, HOWEVER, such an Agreement is not prohibited by this Order when entered
into in conjunction with ajoint stipulation between the parties that the court may enter a preiminary
injunction pursuant to Rule 65 of the Federd Rules of Civil Procedure, Fed. R. Civ. P. 65, if:

1) Together with the stipulation for a preiminary injunction, Respondent BMS
provides the court the proposed Agreement, aswell as a copy of the
Commission's complaint and order in this matter;

2 Respondent BM S has natified the Commission, as described in Paragraph
XVI, a least thirty (30) days prior to submitting the stipulation for a preliminary
injunction;

3 Respondent BM S does not oppose any effort by the Commission to
participate, in any capacity permitted by the court, in the court’s consideration
of any such action for preliminary relief; and

4 One of the following two conditions apply:

@ the court issues an order and the parties' agreement conformsto said
order; or

(b) the Commission, in response to arequest by Respondent BMS for an

advisory opinion, pursuant to Section 1.2 of the Commission Rules of
Practice, 16 C.F.R. 8 1.2, determines that entering into the stipulation

11



would not raise issues under Section 5 of the Federd Trade
Commission Act, 15 U.S.C. §45.

PROVIDED, HOWEVER, nothing in this Paragraph XV shdl be interpreted to prohibit or
restrict theright of Respondent BM S unilaterdly to seek relief from the court (including but not limited
to, gpplying for preliminary injunctive relief or seeking to extend, or reduce, the 30-Month Stay).

XVI.

IT ISFURTHER ORDERED that:

A.

Respondent BMS shdll notify the Commission as required by Paragraphs X, XII, X1V,
and XV intheform of aletter (“Notification Letter”) submitted to the Secretary of the
Commission, which shdl contain the following informetion:

@
2

3

(4)
Q)

(6)
()

(8)

The docket number and caption name of this Order;

A datement that the purpose of the Notification Letter isto give the
Commission prior notification of a proposed Agreement as required by this
Order;

Identification of the parties involved in the proposed Agreement;
Identification of dl Drug Productsinvolved in the proposed Agreement;

Identification of al persons, to the extent known, who have filed an ANDA
with the FDA (induding the status of such gpplication) for any Drug Product
containing the same chemicd entity(ies) as the Drug Product(s) involved in the
proposed Agreement;

A copy of the proposed Agreement;

Identification of the court, and a copy of the docket sheet, for any legd action
which involves ether party to the proposed Agreement and relates to any Drug
Product(s) containing the same chemica entity(ies) involved in the Agreemernt;
and

All documents which were prepared by or for any officer(s) or director(s) of

Respondent BM S for the purpose of evauating or anayzing the proposed
Agreement, provided that documents subject to avaid clam of privilege or

12



work product need not be produced pursuant to this provision, but shall be
identified in alog.

B. Respondent BMS shall submit the Notification Letter to the Secretary of the
Commission at least thirty (30) days prior to consummating the proposed Agreement
(“Frst Waiting Period”). If Respondent BM S s0 requests, the Commission shdl keep
the Noatification Letter and accompanying information and documents confidentid to the
extent provided by law.

C. If the Notification Letter is provided pursuant to:

@ Paragraph X1, representatives of the Commission may make a written request
for additiona information or documentary materid (asif the request were within
the meaning of 16 C.F.R. 8 803.20) prior to expiration of the First Waiting
Period. If such arequest for additiona information is made, Respondent BMS
shdl not execute the proposed Agreement until expiration of thirty (30) days
following complete submission of such additiond information or documentary
materid (* Second Waiting Period”). Receipt by the Commission from
Respondent BMS of any natification, pursuant to this Paragraph X VI, is not to
be construed as a determination by the Commission that any action described in
such notification does or does not violate this Order or any law enforced by the
Commisson.

2 Paragraphs X, X1V or XV, Respondent BMS may execute the proposed
Agreement upon expiration of the First Waiting Period.

D. Early termination of the Waiting Periods in this Paragraph XVI may be requested from
the Director of the Commission’s Bureau of Competition.

XVII.

IT ISFURTHER ORDERED tha Respondent BMS shdl file a verified written report within
gxty (60) days after the date this Order becomes find, annudly theresfter for five (5) years on the
anniversary of the date this Order becomes find, and at such other times as the Commission may by
written notice require, setting forth in detaill the manner and form in which Respondent BMS intends to
comply, is complying, and has complied with this Order. Respondent BMS shdl include inits
compliance reports, among other things that are required from time to time, afull description of the
efforts being made to comply with this Order. Asto Paragraph VI of this Order, this description shdl
identify al ANDAS subjected to a 30-Month Stay of FDA approval, and asto each of these 30-Month
Stays, adescription of BMS s efforts to comply with Paragraph VI of this Order.

13



XVIII.

IT ISFURTHER ORDERED that Respondent BMS shdl notify the Commission &t least
thirty (30) days prior to any proposed change in Respondent BM S such as dissolution, assgnment, sde
resulting in the emergence of a successor corporation, the crestion or dissolution of subsdiaries, or any
other change in Respondent BM S that may affect compliance obligations arising out of this Order.

XIX.
IT ISFURTHER ORDERED that, for the purpose of determining or securing compliance
with this Order and subject to any legally recognized privilege or immunity, and upon written request

with reasonable notice to Respondent BM S, Respondent BM S shdl permit any duly authorized
representative of the Commission:

A. Access, during office hours and in the presence of counsd, to dl facilities, and to
ingpect and copy al books, ledgers, accounts, correspondence, memoranda, calendars,
and other records and documentsiin its possession or under its control relating to
compliance with this Order; and

B. Tointerview officers, directors, employees, agents, and other representatives of
Respondent BM'S, who may have counsdl present, regarding such compliance issues.

XX.

IT ISFURTHER ORDERED that this Order shal terminate ten (10) years from the date
this Order becomesfind.

By the Commission.
Dondd S. Clark
Secretary

SEAL:

|SSUED:
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