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UNITED STAT ES OF AMERICA
BEFORE FEDERAL TRADE COMMISSION

COMMISSIONERS: Jon Leibowitz, Chairman
J. Thomas Rosh
Edith Ramirez
Julie Brill

In the Matter of
In the Matter of

TEVA PHARMAC EUTICAL INDUSTRIES LTD., DocketNo. C-

a corporation;
and

CEPHALON, INC,
a corporation.

N N N N N N N N N N N N

DECISION AND ORDER

[Redacted Public Version]

The Federl Trade Commissin (“Commission”), havingnitiated an investigtion of the
proposed equisition byRespondent Tevi@aharmaeutical hdustries td. (“Teva”) of
Respondent Cephalomd. (“Cephalon”) and Respondentsyiag been funished therafter
with a copyof a daft of Complaint that the lBeal of Competition proposed to present to the
Commission for its consideration ard which, if issued by the Commission, would charge
Respondents with violations of Section 7 of the @ayAct, as mended, 15 U.S.C. § 18, and
Section 5 of the &denl Trade Commissin Act, as mended, 15 U.S.C. § 45; and

Respondents, their attoyss and counsdor the Commission having thesaiter executel
an Ageement Containing Consent Omdg“Consent Ageanent”), ontaining a admission by
Respondents of all the jurisdictionatta set forth in thefaresaid draf of Complaint, a
statement that the signg of said Consent Agenent is for settlement purpasenlyand does
not constitute an admission Bespondents that the lawshaeen violate as allegd in such
Complaint, or that the f&& as allegd in such Complaint, other than jurisdictionaitéa aretrue,
and wavers and otheprovisions as iguired bythe Commis®n’s Rules; and

The Commission having thereafter considered the mater and having deermined thet it than jurisdiction



issue stating its cinges in that resm, and haing theeupon issued its Complaint and an @rde
to Maintain Assets, and havirgepted the xecut&l Consent Ageanent and plaed such
Consent Ageement on the public tord for a peiod of thirty (30) dgs for the ecept and
consideration of public comments now in further conformity with the procedure desaibed in
Commssion Rué 2.34, 16 C.F.R. § 2.34, the Commission herahiges thedllowing
jurisdictional findings ad issues the followin®edsion and Orde(*Order’):

1.

Respondent Tevia a corpaation or@nized, exiBng and doing busings under
and byvirtue of the lavs of the State dfraé, with its corpoate had ofice and
principal plae of business lotad at 5 Bisel Streg P.O. Box 3190, &ad Tikva
49131 Israel and theaddress d its United Setes sibddiary, Teva Phamaceuticals
USA, Inc., located & 1090 Horsham Raad, P.QB. 1090, North Wades,
Pennsivania 19454, and its United States subsidiBeyr Labordories, hc.,
located 8400 Chestnut Rge Road, Woodcliff lake, New JerseY)7677.

Respondent Cephalon is acorporation arganized, existing and daing business
under ad byvirtue of the lavs of the State dDelaware with its corporatdiead
office and pringpal placeof business locateat 41 Moores Roady&zer,
Pennsivania 19355.

The Commission has juristion of the subjaamnatter of this proeingand of
the Respondents and the proceeding is in the public interest.

ORDER

IT 1 S ORDERED that, as used in the Order, the following definitions shall apply:

A. “Teva means Teva Phamaceutical Indudries Limited, its directors, officers, employees,
agents representdives, successas, and assgns and its joint ventures, stbsdiaries,
divisions, groups andfdiates in exh cae controlled byreva(including but not limted
to, Barr Phamaceuticals, LLC), and therespective directors, offi cers, enployees, agents,
representtives, succesors, and assig of eah. After the Aquisition, Teva shall include
Cephalon.

B. “Cephaon” means Cephalon, Inc., its directors, officers, employees, agents representatives,
succesors, and assig; and its jointenture, subsidiaries, divisions, groupsdaafiliates
in eat casecontrolled byCephalon (includingbut not linmted to, Cina Labs hc.), and the
respetive directors, offcers, emploges, gents, repesenttives, succssors, and assig of

ead.

C. “Respondents” means Teva and Cephalon, individually and collectively.

D. “Commissbn” meas the Fderd TradeCommssion.
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E. “Acquirer(s)’ meansthefollowing

1. aPeson specified by nanein this Order to acquire paticular assés a rightstha a
Respondent is required to assgn, grant, license, divest, trander, ddiver, or otherwise
convey pusuant to this Order and tha has been goproved by the Conmission to
acomplish he reguirements of this Orden connetion with the Comnssion’s
detemination to make this Ordeinfl and efective; or

2. aPeason gpproved by the Conmmission to acquire paticular asses a rightstha a
Respondent is required to assgn, grant, license, divest, trander, ddiver, or otherwise
conveypursuant to this Order

F. “Acquisition” means Respondent Telsaaquisition of fifty perent (50%)or more ofthe
voting seurities of Respona Cephalon.

G. “Acquisition Date” meansthedae onwhich the Acquisition occurs.

H. “Agency(ies)’ meansany government regulatory authority or authorities intheworld
responsible for granting approval(s), dearance(s), qualification(s), license(s), or pamit(s)
for any aspetof the rseach, Derelopment, manufaure markeing, distribution, or sale of
a Product. Théerm “Agency includes, wthout limitation, the United States Food and
Drug Administration (“FDA”) .

l. “Amrix Patents” mans the followingJnited States patents: US 7387793, US 7544372, US
7#90199, US 7820203, US 7829121, and ragxaminations and re-issuestbé forgoing
eAc



1. al Produd Intdlectud Property reated to the specified Divestiture Produd;

2. al Product Approvals related tothespecified Divestiture Produdt;

3. al Produat Manufacturing Technology related to the specified Divestiture Produd;
4. dl Product Marketing Materials related to the specified Divestiture Produdt;

5. al Webste(s) related exclusively to the specified Divestiture Produd;

6. the contentelated &clusivelyto the specifid Divestiture Product that is dispky on
Welsite tha is na dedicated exclusively to the specified Divestiture Produdt;

7. alist of dl of the NDC Numbers rdlated tothespecified Divestiture Product, and rights,
to the extent permitted dyaw:

a. to requireead Respondent to discontinue the us¢hose NDC Numberin the
sde or maketing of the specified Divestiture Product except for returns, rebates,
allowanes, and djustments for such Product sold prior to thejéisition Date ad
except as maybe rejuired byapplicableLaw;

b. to prohibit each Respondent from sesking from any cugomer any type of cross-
referencing of those NDC Numhbs with anyRetained Produd;

c. to seek to change any crossteferenang by acusomer of thoseNDC Numbers with
a Retaind Product (includinghe richt to recéve notification flom the specifie
Respondent ofrgy such coss-reérencingthat is discoverd by anyRespondent);

d. to seek mss-réerencingfrom a aistomer of the sp@@dlﬁe@%%%&f)g%@ 00rg BT 18.

Numbers elated to sue Divestiture Product with the Aairer's NDC Numbers
related to such Divestiture Produdt;

e. to approvehe timing of ach Repondent’s discontinued usetbbse NDC
Numbesin the sde or marketing of such Divestiture Product except for retums,
rebdes, allowanes, and djustments for such Divestiture Protigsold prior to the
Acquisition Date ad except as maybe rejuired byapplicableLaw; and

f. to approveanynotification(s) fom e@h Respondent to armystomerg) regarding
the use or dismtinued use of siikNDC numbers byhat Respondent prior to such
notification(s) beng disseminat to the customesj;

8. all rights to all of the specifteRespondent’s Applica8.






anyred estate ad the buildings ad other pemanent structures lodad on such i
estate; and (6) dl Product Licensed Intellectual Property;



b. information rdated to the Divestiture Prodiscthat Respondent Cephalomca
demonstrate it obtaineditivout the assistance of sondent Tevarior to the
Acquisition;

c. information that is requiteby Law to be publichydisclosed;
d. information réating to aRespondent’sanerl business strategs or pratices

relaing to reseach, Development, manutaure markeing, orsales of Produs that
does ot dscuss with paticulari



provided however, that with the consent of ttegfectal Acquire, a Respondd may
substitué a bioguivalent form ofsuch Products in pemfmane of theRespondent’s
ageament to Contract Manuéture

R. “Development” meas all pretinical and clinichdrug developmentetivities (including
formulation), including test method development and stability testing, toxicology,
formulation, process development, marufacturing scae-up, developmert-stage
manufaturing qualityassurace/quéity control devleopment, statistial analysis and repar
writing, conducting Clinical Trials for the purpose of ohtaining any and dl approvals,
licenses, @gstrations or authorizations from aAgencynecesaryfor the maufadure,
use, storag, import, export, transport, promotion, marketiagd salef a Produt
(includinganygovernmaet price orreimbursenent approvia), Product approvand
registration, and regulatory affairs related totheforegoing. “Develop” meansto engage in
Development.

S. “Direct Cost” means aost not to exeeal the cost of labomaterid travel and other
expenditures to the extent the costs arectiirencurred to provide the devant assistarcor
service “Direct Cost” to the Acquinefor its use of anpf a Responde’s emploes’labor
shall not exeal the aveage hourlywage rde for sub emploge;

provided, however, in each instance where: (1) an agreement to dvest relevant assds is
specificaly referenced and attached to this Order, and (2) such agreement becomes a
Remedia Agreement for a Divestiture Produdt, “Direct Cost” meanssuwch cog as is
provided in suich Remedial Agreement for tha Divestiture Produd.

T. “Divestiture Produas” meansthe Geneic Fentanyl Produds and the Generic
Cyclobenzaprine Products, individually and collectively.

U. “Divestiture ProducCore Emplogeg)” means the Product Resea and Devéopment
Employees and the Product Manufacturing Employees related to each Divestiture Product.

V. “Divestiture Product Rdeasex(s)” meaansthefollowing Pasons:
1. the Acquirer for theasses related to a paticular Divestiture Produdt;
2. anyPerson controlled bgr undercommon control with that Acquireand

3. anylicenses, sublicensee manufaturers, supplies, distributors, and customers ofttha
Acquirer, or of sich Acquirer-affili ated entities.

W. “Divestiture Trustee”means the trustéeappointed byhe Commis®n pursuant to the
relevant provisions of this Order

X. “Domain Nane” meas the domain nam&)((univesal resowre loators), ad
regstration(s) theref, issued byanyPerson or @thority that issues and maintains the
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BB. “Generic Cyclobenzaprind’roduct Divestiture Agements” meas all of the following
agreements

1. “Assd Puchase Agreement” beween Barr Laboratories, Inc. and Pa Pharmaceutical,
Inc., daed as d Septembea 16, 2011, and dl amendments exhibits, attachments,
ageeaments, and scleles thert; and,

2. “Supply Agreement” betwen Barr Laboraories, hc. and PaPharmaeutical, hc.,
dated a8 d Septembe 16, 2011, and dl amendments, exhibits, attachments agreements
and schedules thereto;

relaed to the Gene& Cyclobenzaprind’roduct Assets that habeen aproved bythe
Commssion to accomplish the regaaments of this Orde The Gneic Cyclobenzaprine
Product Divestiture Agreements are attached to this Order and contained in non-public
Appendx I1.B.

CC. “GenericCyclobenzapriné’roduct licensé means a pgpetual, non-eclusive, fullypaid-
up and roglty-free license(s) vith rights to sublicense tdldroduct Licensel Intellectual
Propertyand all Product Manattuing Technolog relaed to ggneal manufaturing know-
how that was owed, licensd, or controlled byRespondent Tewvarior to the Aquisition:

1. to reseach and Develop the Gereric Cycloberzaprine Roducts for marketing,
distribution or sale within the Geographic Territory;

2. to use, make, va@ madedistribute, offeffor sde, promote, dvertise, orsell the
Generic Cyclobenzaprine Products within the Geographic Territory;

3. to impat or expott the Generic Cyclobenzagprine Produds o o from the Geographic
Territory to the extent related to the maketing, distribution or sale of the Generic
Cyclobenzaprindroducts in the GeaogphicTeritory; and

4. to have the @neic Cyclobenzaprind’roducts madengwhere in the World for
distribution or sale within, or import into the Geographic Territory;

provided however, that for ay Product licensel Intellectual Propety that is the subject
of a license fom a Third Partgnteed into byRespondent Tevarior to the Aquisition,
the scopef the rights ganted hesunde shall onlybe reuired to be gual to the scope
of therightsgranted by the Third Paty to Respondent Teva; provided further however,
the Genec Cyclobenzaprind’roduct license

10



EE. “Geneaic Fentanyl Product Asseas” meansal of Respondent Teva's rights title and interest
in and to all assetsleged to Respondent ¥a&'s business within the @graphicTerintory
relaed to eab of the repective @nerc Fentany Products to the e&nht le@lly transfeable
including theresard, Devdopment, manufaare, distribution, marketingand salef eah
sweh Piodud, induding, without limitation, the Categorized Assés related tothe Generic
Fentany Products; and

1. an unlimited and unsgricted Ridnt of Refeéene or Use to the Drudviaster Hes relatel
to Oral Opioid entany granted byRespondent Cephalon t@B Labordories hc.
pursuant to the Commission Order C-4121 on anon-exclusive besis

2. all rights on a non-exclusive basis to Respondent Cephalon’s Risk Evaluatiortibhtiga
Strategy related to NDA Number 20-747 (Actiq ®, fentanyl citrate), and dl strategic
sdety programs, submitted to an Agency related to Actiq ® tha are designed to decrease
product risk by usng one or more interventions a toas beyond the package insert;

3. all rights ganted byRespondent Cephalon t@B Labordories hc. pursuat to the
Commesion Order C-4121, ihading, without limitation, all rights antel by
Respondent Cephalon to Barr Laboratories Inc. pursuant to the “License and Supply
Agreanent” byand betwen Cephbon Inc. and Burr Labordories, hc. date duly 7,
2004, and all ammments, exHuits, attachments, aggments, and scloeles thert;

4. at the Aquirer’s option, anyf Respondent Ma’s equipment that is used in the
manufatureof Generic Fentany Products; and

5. Respondent Teva's Risk MAP Rrogram for the Generic Fentanyl Produd.
FF. “Generic Fentanyl Product Divestiture Agreements’ meansdl of the following agreements
1. “Assd Puchase Agreement” beween Barr Laboratories, Inc. and Pa Phamaceutical,
Inc., daed as d Septembea 16, 2011, and dl amendments exhibits, attachments,

ageeaments, and scleles thert; and,

2. “Manufacturing Agreement” beween Barr Laboratories, Inc. and Pa Pharmaceutica nd Pa P
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GG. “GenericFentany Product licensé means a pgpetual, non-gclusive, fullypaid-up ad
royalty-free license(s) with rightsto sublicense to dl Product Licensed Intdlectud Property
and all Product Manattuing Technolog relaed to ggneal manufaturingknow-how tha
was used bfrespondent Tev@ manufature the @nerc Fentany Products prior to the
Acquisition, which license may belimited in sape for usefor the following purposes:

1. to reseech and Devéop the Genec Fentany Products for maeting, distribution or
sale within the Geographic Territory;

2. to use, make, w@ madedistribute, offelfor sde, promote, dvertise, orsell the
Generic Fentanyl Products within the Geographic Territory;

3. to impat or export the Generic Fentanyl Products o o from the Geographic Territory to
theextert related to the maketing, distribution or sale of the Generic Fentanyl Producs
in the GeogaphicTeritory; and

4. to have the @neic Fentany Products made amshere in the World for distribution or
sale within, or import into the Geographic Territory;

provided further however, that for @y Product licensel Intellectual Propety that is the
slbject of alicense from aThird Paty to Respondent Teva, the sape of therights
grantel her@inder shihonly be reuired to be gual to the scopef the rights ganted by
the Third Partyo Respondent Teva

HH. “Generic Modafinil Products” meas geneic versions of all Products manutaced,
markeed or sold byRespondent Cephalon pritr the Acquisition Date thabatain the
active phamacutical ingedient modafinil, including kdosag strenths, formulations and
presatations of those Products. “@ric Modafinil Products” includes, ihout limitation,
bioequivalent vesions of alll Fhaxtiicits mzaketar sold hyRespondent Cepitellmm wirdbe
trademak Pr icensel | redient modafinil, including a
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KK. “Government Entity” meansany Federd, state, local or non-U.S. governme
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Uu.

VV.

WW.

XX.

“Person’means ay individual, partnership, joint venturegrh, corpoation, association,
trust, unincorport@d orgnization, or other business or Govaent Entity and any
subsidiaries, divisions, groups affiliates thereaf

“Product(s) means anypharmaeuticd, biologicd, or genetic ompositon containingany
formulation or dosag of acompound rierencal as its pharmatically, biologicdly, or
geneticdly active ingedient and/or that is the subject of Application.

“Product Approval(s)’ meansany gpprovals, registrations, permits, licenses, consents,
authorizations, and othepprovals, and peling plications and guests theffer, requirel
by applicableAgencies relatel to the resarch, Devéopment, manufaare, distribution,
finishing, p&kagng, maketing sale, storge or transport of the Product within the United
States of Ameaca, and includes, without lintation, all approvia, regstrations, licenses or
authorizations gmted in conngion with anyApplication.

“Product Assumed Contres” means all of the followingcontrats or ageements (copies of
ead such contret to be providd to the Acquireon or béore the Closing D& and
segecnted in a maner tha cleaty identifies the purpogs) of each sub contrat):

1. that make spsfic referene to the spefied Divestiture Producand pursuant to which
any Third Partyis obligatel to purchae, or ha the option to purchasathout further
negptiation of terms, the spied Divestiture Producfrom a Respondg unless such
contract applies generally to the Respondent’s sales of Products to that Third Party;

2. pursuant to which Respondent puhases thedive phamaceuitical ingedient(s) or
other neesssay ingredient(s)or componat(s) or ha planned to put@ase thective
pharmaeuticdingredient(s)or other neesssay ingredient(s)or componat(s) from any
Third Partyfor usein connetion with the manufaare of thespecifiel Divestiture
Produd;

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

4. with universities or othersseach institutions for the use of tlepecifia Divestiture
Product in scientific igeach;

5. relaing to the peticularized maketing of the speified Divestiture Produtcor
educdional matters rating soldy to the specifié Divestiture Product(s)

6. pursuant to which @&hird Partymanufatures or pakages the spefied Divestiture
Product onbehdf of a Respondent;

7. pursuant to which &hird Partyprovides the Prodadanufaduring Technologyrelaed
to the specified Divestiture Product to a Respondent;
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YY.

8. pursuant to which &hird Partyis licensed by Respondent to use tReoduct
Manufacturing Technology;

9. constituting confidentiality agreementsinvolving thespecified Divestiture Produd;

10. involving anyroyalty, licensing covenat not to sue, or simal arangement involving
the specified Divestiture Produdt;

11. pursuant to which &hird Partyprovides anygpecidized sevices neessay to the
resard, Devdopment, manufaare or distribution of the spiied Divestiture Produc
to a Respondent includingut not limted to, consultation arngements; and/or

12. pursuant to whichrey Third Partycollaboraes with a Respondent in therfsgmanceof
resard, Devdopment, marketingdistribution or selling of the spiied Divestiture
Produc or thebusiness elated to such Divestiture Produd;

provided, however, that whee anysuch contret or ayreament also rel®s to a Retained
Product(s), the Rgpondents shall assighe Acquier dl such rihts under theantrad or
agreement as ae related tothe specified Divestiture Product, but concurrently may retain
similar nghts forthe purposes dhe Retained Prodt(s).

“Product Copyrights’ meansrightsto dl original works of authorship of any kind drectly
relaed to the spefied Divestiture Producand anyegstrations and applic@ns for
regstrations thereoivithin the GeogaphicTeritory, including, but not limited to, the
following: dl such rightswith respect to al promotional materials for hedthcare providers,
all promotional materials fquatients, anddricational mateals for thesales foce;
copyrightsin dl preclinical, clinical and process avelopment data and reports relating to
the reseach and @velopment ofuch Divestiture Prodtior of anymaterids used in the
research, Development, manufacture, maketing or sde of such Divestiture Produdt,
including al copyrightsin raw data rdating to dinical Trials of such Divestiture Produdt,
all caserepot forms relaéing theeto and k statisical progams devieped (or modifié in a

manner material to theuse or function thereof (other than through use referen000 TD (evelopment of)Tj
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databases relating to alverse experience reports and periodic adverse experience reports; dl
copyrights in analtical and qubty control dataand all corespondaece wth the FDA.

ZZ. “Product Development Reports” means

1. Phamacokinetic study reports related tothe

16



product or pocess issues, includingthout limitation, identification and soues of
impurities;

15. repots of vendors ofhe ative pharmaeuticd ingredients, excipients, paaiiag
components and detergents used to produce the specified Divestiture Produc that relate
to the specifiations, degaddion, chemical intactions, testingnd historical tneds of
the production o the specified Divestiture Produdt;

16. andytical methods development recordsrelated to the specified Divestiture Produdt;

17. manufacturing bach recordsrdated tothespecified Divestiture Produd;

18. stability testing recordsrdated tothespecified Divestiture Produdt;

19. chang in control historyelaed to the spefted Divestiture Produg and

20. executed validation and difecation protocols andeports réated to the spdfted
Divestiture Product.

AAA. “Product Emploge hformation” mens the followingfor each Dvestiture Product Core
Employee, & and to the extent permitted bgw:

1. a completeand acurae list containing th@ame ofead Divestiture Product Core
Employee (ncluding former enployees vino wee emplod bythe speified
Respondent within ninet®0) das of the execution date ahyRemedial Ageement);

2. with respetto each sutemploge, thefollowing information:

a. the date ohire and efiective sevice date;

b. job title or position held;

c. a speffic desaiption of the emploge’s responsibilities related to thelevant
Divestiture Product; provided, however, in lieu of this description, the spied
Respondent may provide the employee’'s mog recent performance appraisd,;

d. thebasesdary or current wages;

e. the most reagt bonus paid, agegate anual compendgen for the réevant
Respondent’ s last fiscal year and current target or guaranteed bonus, if any;

f. employment gatus (i.e., active oron leaveor disability, full-time or parttime); and

g. anyother mataal terms ad conditions of emplaoyient in re@rd to suchmmployee
that arenot otherwise gneally availableto simiarly situated emploges; ad
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3. a the Acquirer’s gotion or the Proposed Acquirer’s gotion (as gplicable), copies d all
employee beefit plans and summgaplan desaptions (if any applicdle to the re
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1. “Product Tedemak(s)” means kproprietay names or dggndions, trademds, service
marks, trde nams, and brad names, includingegstrations and appli¢@ans for
registration therefor (and dl renewals, modfications, and extersionsthereof) and dl
common law rigpts, and the godwill synbolized theebyand assaated theewith, for the
specifial Divestiture Product(s)

JJJ. “Proposed Aquirer’ means &erson proposed layRespondenb( a Dvestiture Trustee
to the Comnssion and submgd forthe appoval of the Commission as the acquif@r
particula assés or rights requird to be assiged, gantal, licensed, diveted, transfieed,
deliveral or othervise convged bya Respondent pswmant to this Order.

KKK. “Remedial Agreement(s)’ meansthefollowing:

1. anyageanent betwee a Respondennd an Aquirer thais specificlly referenced ad
attachd to this Order, includingll amendments x&ibits, attachments, aggments, and
scheduls thereto, elated to thealevant assets or rigs to be assiged, ganted,
licensed, divsted, transfeed, deliverel, or othenise convged, includingwithout
limitation, anyageanent to supphgpecifi@ products or@mponents therepand that
has been goproved by the Commission to accompish the requirements of the Order in
connection with the Conmission’s determination to meke this Order final and effective;

2. anyageament betwer a Respondennd a Third Pay to effect the assigment of
assets orights of theRespondent tated to a Divstiture Product to the beiiteof an
Acquirer tha is specificaly referenced and atached tothis Order, including al
amendments xhibits, attachments, aggments, and sclaeles therw, that has bee
approvel bythe Commis®n to accomplish the galirements of th©rde in connetion
with the Commission’s determination to make this Order final and effective;

3. anyageament betwee a Respondennd an Aquirer ©r betwen a Dvestiture Trustee
and an Aquire) that ha been pproved bythe Commis®n to accomplish the
requirements of this Order, induding dl amendments, exhibits, attachments
ageanents, and scldeles ther, relatel to the releant assets ofghts to be ssignel,
grantal, licensed, diveted, transfeed, deliverel, or othenise convged, including
without limitation, anyageement bya Respondent to suppypecifiel products or
components theaod, and thahas bee approvd bythe Commis®n to accomplish the
requirenents of this Ordernd/or

4. anyageanent betwee a Respondenhd a Third Pay to effect the assigment of
assets orights of aRespondent tated to a Divstiture Product to the beifiteof an
Acquirer that has ben appoved bythe Commisi®n to accomplish the gelirements of
this Order, intuding dl amendments, exhits, attachments, aggments, and scloeles
thereo.

LLL. "Reained Pioduct” meansany Produc(s) other than aDivestiture Product.
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MMM. “Right of Refeence or Use” means the athority to relyupon, and oth&rise use, a
investigaion for the purposef obtainingapprovaof an Applicdion or to defenda
Application, includingthe abilityto make avitable the unddying raw dda from the
investigation for FDA audit.

NNN. “Sumply Cos” meansacos na to exceed the manufacturer’s average direct pe unit cod in
United States dollars of maragtuing the
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Product in commerc

22



at the time the Commissi detemines to make this Ordénal and &ective, the
Commssion notifies Respondents that the manner intwihie divestiture wa
accompished isna acceptable, the Commission may direct Respondents, or gppoint a
Divestiture Truste, to efed such modifications to the manrafrdivestiture of the
Geneic Fentany
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coopeatingfully in the defase of suk claim. The Rential Agreement shall be
consigent with theobligationsassuned by Respondentsunder this Order;

provided, however, that Respondents magseve theright to control the defese of
any swch daim, including theright to sttle theclaim, solong as sich sttlement is
consistent with Respondentssponsibilties to supplythe Contract Maufadure
Produds in the manner required by this Order; provided further that this oblgation
shall not requirdRespondents to be liable fanynedigent act or omission of the
Acquire or for anyrepesenttions and wa@anties, express or implied, madethg
Acquire that exced the r@resatations and waanties madéy a Respondent to the
Acquirer;

provided further that in eah instance Wwere (1) an greanent to divest releva

assés a to Cantract Manufacture is gecifically referenced and attached to this
Orde, and @) such greement becomea Remedial Agenent for aD1) an a
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Confidential Businessformation anddcilitatingthe delivey in a manneconsistent
with this Order;

4. not use, direty or indiredly, anysuch Confidential Bsinessrformation réated to the
research, Development, manufacturing, maketing, or sale of the Divestiture Products
other than as recessay to comgy with thefollowing:

a. therequirementsof this Order;

b. Respondent’s dbligationsto the Acquirer of the Divestiture Product under theterms
of anyrelaed Remedial Ageanent; or

c. applicable Law;

5. not disclose or conyeanysuch Confidential Bsinessriformation, diretly or
indirectly, to anyPerson except the Aairer ofthe Divestiture Producor other Pesons
specifially authorized byhat Acquire to re@ive sub information; and

6. not provide, disclose or othwise makeavailable diredly or indiredly, anysuch
Confidential Businessformation réated to the maetingor sales othe Divestiture
Produds o the employees assaiated with business elated tothoseRdained Pioduds
tha contain the same active pharmaceutical ingredient as the Divestiture Produds.

G. Respondents shall not enferanyageanent aginst a Third Partgr an Acquire to the
extert that suwch agreement may limit or otherwise impair theability of tha Acquirer to use
or to acquire from the Third Paty theProdua Manufacturing Technology (induding al
relaed intellectual pyperty related to the Divestiture Prodiscacquird bythat Acquire.
Such ageements include, but amot limited to, ageements with respedo the disclosure of
Confidential Business Infor
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2. not later than theatier of the bllowing daes: (1) tenX0) dag afternotice bystaff of
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a. diredly or indiredly, solicit or otherwisetéempt to induce angmployee ofthe
Acquirer or its Manufacturing Designee with any amount o responsihility reated to
a Divestiture Produd“Divestiture Product Emplae”) to terminate his or me
employment reléionship wih the Acquier orits Manufaturing Desighee; or

b. hire ay Divestiture Product Empl@g;

provided, however, Respondents mayre any formerDivestiture Product Empl@g
whose enployment has beeterminated byhe Acquier orits Manufaturing
Designee owho independaly applies foremploynent with Respondent, as loag
tha employee was ot licited in violation of the nonsolicitation requirements
contained herein;

provided further, however, that Respondents mdyp the following (1) advetise for
employees in newspapers, trade publications or other media nat targeted ecifically
at the Divestiture Produ&mployees; or 2) hire aDivestiture Product Empl@g
who contats Respondents on his or her own initiative without@irnga or indirect
sdicitation or encouragement from Respondent.

J. Respondents shall requii@s a ondition of continued employent post-divestiture of the
assets muired to be divsted pursuant to this Ordehat eah Divestiture Product Core
Employee etained byRespondent, the dicesupervisor) of awy such emploge, ad any
other employee retained by Respondents and designaed by the Interim Monitor (if
applicablé sign a conidentiality ageament pursuant to which thatn@loyee shl be
required to maintain all Confidential Businesgdrmation réated to the Divestiture
Products as strictlgonfidential, including the nondisasure of thainformation to all other
employees, exeautives a other pe
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the Closing Dee. Respondents shall provide@pyof the notificdion to the relevat
Acquirer. Respondents shall maintain completerds of d such notifications at
Respondent’s gestered ofice within the United States and shall provideddficer's
cettification to the Commision stating that thecknowledgnent progam ha been
implemented and is beirgpmplied with. Respondents shall provide levant
Acquirer with copies d all certifications notifications and reminde's sent to
Respondent’s personnd.

L. Until Respondents complete the divestituesguired by this Order ad fully provides, or
causs to be provided, the Produdanufaduring Tecdnologyrelaed to a pdrcular
Divestiture Product to the levant Aquirer,

1. Respondents stall take actions as ae necessaly to:

a. maintain the full esnomic viabilityand maketability of the businessessociated
with that Divestiture Produd;

b. minimize ay risk of loss d competitive patential for tha business;

c. prevent the destruction, neoval, wastingdeteroration, or impairment ofrey of the
assés related to tha Divestiture Produdt;

d. ensurethe assets lated to eah Divestiture Produareprovided to the levant
Acquire in a mannewithout disruption, delgyor impairment of theegulatory
approval processes related tothebusiness asaiated with each Divestiture Produd;

e. ensureghe completerss of the transf and deliveryof the Product Maufaduring
Tednology and

2. Respondentsshell not s, trander, encumber or othewiseimpair theasses required to
be divesteddther than in the nmmer pescibed in this Orderhor takeanyaction that
lessens the full @nomic viability, markeability, or compétiveness of the businesses
assaiated with tha Divestiture Produd.

M. Respondents shall not join, file, prosecoitenaintain anuit, in bw orequity, against an
Acquirer or the Dvestiture Product Relsae§) of that Aqjuirer for the rseach,
Devdopment, manufaare, use, import,»g@ort, distribution, or sale of the Dis&ture
Product(s) acquired by that Acquirer under the following:

1. any Pdent owned o licensed by Respondentsas d the day after the Acquisition Date
(excluding those Patents that claim inventions covee byand reluced to pacticeafter
the Acquisition Date)hat claims a method of rkiag, using or administeringor a
composition of matter, tating to the Dvestiture Product(s)cguired bythat Acquire,
or tha claims a device rdating to the use thereof;

30






1.

coopeate with that Aquirer and provide ay and all neessay technichdand legl
assistancedocumentation anditmesses from Respomnas in connection with obtaining
resdution of any pending paent litigation involving tha Divestiture Produd;

. waive corfflicts d interest, if any, to dlow the Respondents outsde legal counsel to

represent thealevaat Acquire in anyongping pdent litigation involving that
Divestiture Product; and

. permit the trangr to that Aquirer ofall of the litigaion files and anyelaed attorng

work-product in the possession of Respondents’ outsidasel reling to that
Divestiture Produd;

provided however, theseolligationsdo na gpply to any mater involving the Amrix
Paents

P. Respondentsshell not, in the Geographic Territory:

1.

use the Product &demaks containd in the Productnitellectual Propsy or anymark
confusindy similar to such Produdrademarks, as &rademark, trale nameor sevice
mak;

. atemptto register such Poduct Trademarks;
. atemptto register any mark confusingly similar to such Piodud Trademaks;

. challeng@ or intefere with the réevant Aquirer’s use andegstration of such Product

Trademarks; or

. challeng or intefere with the réevant Aquirer’s efforts to enfore its trademik

registrationsfor and trademark rightsin such Pioduct Trademarks against Third Paties;

provided however, that this paragraph shall not preclude Respondentsfrom @ntinuing to
use all tradmarks, trdenams, or servie maks that have ke in use in commee on a
Retained Product @anytime prior to the Acquisition Date.

Q. The purpos®f the divestiture ofhe Divestiture ProdiAssets and the tngferand

of the divestimama
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3. to aeate aviable and eff ective competitor, that is independent of the Respondents
a. in the resarch, Devdopment, and manuééureof eah Divestiture Produdor the
purposes of thbusiness associaevith eaty Divestiture Product within the
GeogaphicTeritory; and

b. the distribution, sale and matkey of the eah Divestiture Produan the
GeogaphicTeritory; and,

4. to remedythe lesseningf compdition resulting from the Aquisition as allegd in the
Commssion’s Compint in a timelyand suficient manner
.
IT IS FURTHER ORDERED tha:
A. Not later than the earlier of: (1) ten (10) days after the Acquisition Date or (2) ten (10) days

after the Oder Date, Respondhs shall supplyseneic Modainil Products to Par, in a
timely manne
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B. Respondentsstdll, in connection with any Remedial Agreement by Respondentsto supply
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6. hold harmless and indeify the Acquier for anyliabilities or loss of prdaf resulting
from thefallure by Respopndentsto deliver the Generic Moddinil Produds in atimely
manner as required by the Ramedial Agreement(s) uness Respondents can demorstrate
tha its failure was entirely beyond the control of Respondentsand in no part theresut
of negligence or willf ul misconduct by Respondents

. Respondent shall maintain manctizring fadliti es neessay to manufature exch ofthe
Geneic Moddinil Produdts for theterm of the agreement to supply Generic Moddinil
Produds 1o the Acquirer of the agreement to supply Generic Moddinil Produds.

. The purposef the rguiring the Respondents to supphe Gengc Modaiinil Products and
the reated obligtions imposed on the Respondentshiy Order is to iaedythe lessening
of competition resuting from the Acquisition as dleged in the Commission’s Camplaint in

a timelyand suffcient manner

IT IS FURTHER ORDERED tha:

. At anytime afterRespondent Tevsigns the Consent Agement in this natter, the
Commission may gppoint amontor (“Interim Monitor”) to essue tha Respondents
expeditiousy complies with all of their obligtions and péorms all of theirresponsibilities
as required by this Order, the Order to Maintain Assés and the Remedia Agreements

. The Commissiontsll seletthe hterim Monitor, subject to the condeof Respondent
Teva which conset shall not be unrsanablywithheld. f Respondent Tva has not
opposed, in writing, including thereasansfor opposng, the sdection of a proposed Interim
Monitor within ten (10) day afternotice bythe staffof the Commissionot Respondent
Tevaof the identityof anyproposedriterim Monitor, Respondents shall be oheel to have
consentd to the seldawn of the proposecdhterim Monitor.

. Not later than ten (10) days dter the gppointment of the Interim Monitor, Respondents shall
execute angieement that, subject to the prigp@roval of theCommssion, confes on the
Interim Monitor dl therightsand powers necessay to permit the Interim Monitor to
monitor Respondents’ complianeath the rel@ant requirements of th©rde in a manne
consistent with the purposes of Dede.

. If an Interim Monitor is appointed, Respondents shall consent to the follderimg and
conditions regarding the powers, duties, authorities, and responsibili ties d the Interim
Monitor:

1. The Interim Monitor shell have the power and authority to monitor Respondents
compliancewith the divestiture andsaet maintenamcobligations and rated
requirenents of the Qter, and shall exercise such pewand authorityand cary out the
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duties and rgponsibilties of the hterim Monitor in a mannesonsistent with the
purposes of th®rde and in onsultation withhe Commisgin.

2. The hterim Monitor shall act in aduciarycapaity for the baefit of the Commission.

3. The hterim Monitor shall serve until the datécompletion bythe Respondents of the
divestiture of # Divestiture Product Assets and tharisfe and dévery of the réated
Product Manufeturing Tedinologyin a mannethat fully satisfies the iguirements of
this Order ad until the earliest of:

a. with respetto each vestiture Product, the tathe Aquirer ofsuch Divestiture
Product (or tha Acquirer’s Manufacturing Designe(s)) is gpproved by the FDA to
manufaturesuch Divestiture Produand able to manattue such Dvestiture
Product in comimA
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representaives and assstantsas ae reasonably necessay to carry ou the Interim
Monitor's duties and responsihbili ties.

6. Respondents shall i ndemnify the Interim Monitor and hdd the Interim Monitor hamless
against any losses, claims, damages, liabilities, or expenses aising ou of, or in
connection with, the peformance of theInterim Monitor's duties, including dl
reasnable fees d counsal and other reasanable expenses incurred in connection with
the preparations for, or defense of