ANALYSIS OF AGREEMENT CONTAINING C ONSENT ORDERS



tablets; (5) metodopramide hydrochloride tablets; (6) exterded releasemormphine sufate
capaules; (7) exterded releasenifedipine tablets; (8) exterded release anphetamine sdts
capsuls; (9) extended teasediltiazem hydrochloridecapsuls (geneic Tiazac) (10) extended
release oxynorphone non-taper raistant tablets; (11) extended ase ¢jpizide tablets; (12)
isradipine capaules; (13) loxapine swccinate capaules; (14) extended release mehylphenidate
hydrochloridetablets; (15) ursadiol tablets; (16) adgodene and benzoyl peroxide topical gel;
(17) dextromethorphan hydrobromide and quinidine sufate capaules; (18) exterded release
morphine sulfat@and naltr&@one combination gesules; (19) extendedleaseoxycodone tenper
resigant tablets; (20) exterded releaserivastigmine film; and (21) varenicline tartrate tablets
(colledively, the “Produts”). Theproposed Consent Agament will remedythe allegd
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the Proposed Acquisition would reduce thenumbe of competitors for generic Duragesic
from five to four and tye the combinedrdity a maket shareof 34%. Myan is the
marke leaderwith 51% and theemainingtwo suppliers combined taslightly more
than a 10%share

Lorazepa, the gnerc of Ativan byValeait Pharmaasticals hterndional, Inc.
(*Valeant”), is used totreat anxiety disorde's. Curently, five firms maket generic
lorazepam — Watson, Actavis, Excellium Pharnoéical, Ltd. (“Excellium”), Mylan, and
RanbaxylLabordories, ltd. (“Ranbay”). The proposed tnasaction would réuce the
number of ompetitors for loraepam from fivao four and esult in a markieshare ér
thecomhned entity of 53%. Mylan and Ranbaxy had 21% and 16% market sheres,
respectively, while Excellium had a1% maket shaere. Theremander of the market is
spit by repackagers of thesecompetitors’ produdt.

Metoclopranide hydrochlorideis the gnerc version of Re¢an, which is used to tag¢
nauseand is marked byAni Pharmaeuticals, hc. h 2011, Watson, Actavis, and
Tevasharel approximately61% of sées. Whik othersuppliers havé).S. Food and
Drug Administration (“FDA”) approvéto market the drugheyhave ben exiting the
market over thelast svera years for avariety of reasans including product liability
issues associatavith the branda product. Acountingfor recent exi, the proposed
transation would reduceéhe number oEompetitivelysignificant suppliers of
metoclopranide hydrochloridefrom thres to two and iye the combinedraity a 34%
marke share.

Extended eleae morphine sulta cgsules ar¢he gneic equivalet of Actavis’s
Kadian, which is used to treacute pa. In addition to owning the Bnded Kadian
product, Actavis dso markets an authorized generic version of Kadian. Watan makets
the onlyother ggnerc Kadian available Thus, absent @maely, the proposedd@nsation
would create amonopolyin genericextended rekese morphinsulfate apsules.

Extended releasenifedipine tablets ae thegeneric version of Adalat CC, which is
markeed byBayer AG, and use to treat hgertension and anga. Curratly, thereare
four suppliers obxtended rekese nifelipine tablets in the United States — Watson,
Actavis, Mylan, and Vé&eant, whosgroduct is sold byfeva Thus, the proposed
transaction would reduce the numbe of suppliers of exterded releasenifedipine tablets
from fourto three ad result in a combinedaty with 31% markeshare.

In addition to reducingurrent competition in the sevebave-identified markés, the

Proposed Acquisition would signifiatly redu@ compétion in the markes for eah of the
following generc produds: (1) extended redse anphetamine salts paules; (2) extended
release diltiazem hgrochloridecapsule (generc Tiazac) (3) extended teaseoxymorphone
non-tamperesistant tablets; (4xtended elease dipizide tablets; (5) isidipine capsulg (6)
loxapine sucinate @apsules; (7)xdended eleae methiphenidate hgirochloridetablets; and (8)
ursodiol tablets. Either Watson or Agscurrently markes eab of these pyducts, and the
other is likelyto enter, sigificantly increasingcompetition and likelgausingpriceredudions
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when entry occurs. The structure of each of thesemarkets is & follows:

Extended releaseamphetamine sdts capaules ae thegeneric version of Adderall XR,
manufactured by Shre plc, which isatreatment for atention ddficit hyperactivity
disorder {fADHD”). Actavis reentlyenteed this market, joiningevaand mpax
Laboraories, hc., who @ maketingauthorized gnercs. Watson is one of a limited
number of irms that has anx¢éended elease amph&mine salts capsule development.
The propose transation would eliminate a likelpotential supplier in the coantrdaed
market for generic Adderall XR.

Extended eleae diltiazem hgrochloridecapsuls (geneic Tiazac)areused to trea
hyperteasion and aniga. Thr& compaies curently marke generic Tiazac — Sun,
Inwood Labordories (awholly-owned subsidiaryof Forest Pharmzeuticds, Inc.), and
Watsn. Actavis is aneof alimited number of firms ha has ageneic exterded release
diltiazemhydrochloride capaule in development. The proposed transaction would
eliminate a likelypotential supplier in the coantraed markéfor generc Tiazac.

Extended elease oxynorphone non-taper reistant tablets are tlgeneic version of
OpanaER,which isused totreat chronic pan. OpanaER is maketed by Endo Health
Solutions, hc. Adavis markets the onigenerc version of Opan&R in two strentis
and is developing additional strengths Wasan isaso ore of alimited number of firms
developingthis product. The propoddransaton would eliminate a likelpotential
supplier in the concentrated maket for generic OpanaER.

Extended releaseglipizide is an oral diabeles malicine tha boods insulin production to
control blood suar levels. Watson’s product and Pfizancl's (‘Pfizer's”) authorized
geneic are the onlygeneic versions of the productucrently available Actavis is one of
a limited number ofifms that has extended rate ¢jpizide in developmentral the
proposed trasaction would eliminate l&kely potential supplier in the coentraed
marke for extended Heaseglipizide.

Isradipine apsules & used to tr&t high blood pressurand ae the g@nerc version of
Dynacirc. Branded Dynacirc has keen discontinued and Watsan manufactures the only
geneic produc available todg Actavis ha a markeng and profit-shaing arangement
with the best-positioned entra which is a likelypotential supplier in the coentraed
marké for isradipine apsules.

Loxapine capaules ae used totreat the symptomsof schizophrenia and are the generic
version of banded loxatine, which is no lorgr on themarkeé. Watson ranufatures the
only generc produd available toda Actavis ha a proit-sharingarmangement with a
best-positioned entnd for this product, which is lkely potential supplier in the
concentrated meket for generc Loxatine.

Extended eleae methiphenidate hgirochloridetablets aréhe gneic equivalet of
Corcerta, which is manufactured by Jansen and used in thetreatment of ADHD in
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Extended elease oxyxodone tenper raistant tablets are tlgenerc version of tamper
resigant Oxy



competitors or likelypotential competitors in eaof these mkets, would case anticompéive
ham to U.S. consumers by increasing thelikelihood of higher pog-acquisition prices.

The Consent Agreement

The proposeé Consent Ageament efectivelyremelies the Proposed Aaisition’s
anticompetitive deds in the relevat markets. Pursuant to the Consenteagent, Watson and
Actavis ae requiral to divest either Watson’s or fawvis’s rights and assetslated to eifpteen
of the twenty-one Produts (all but ex¢nded elease morphine sulta and nlrexone
combination capsug isradipine gasules, and loxapine succinaipsuls) to a Commissn-
approvel acquier no lder than ta days afterthe aquisition. To remdy the conerns with the
threeremaning products, the combinedsty would also be iguired to amed Actavis’s
exiging Development and Maufaduring Agreanent with Pfizr to diminate Actavis’ rght of
first refusd to maket a paential authorized generic, to dlow therdationship to end, and to
transfe manufaturingrights back to Pfizer.nladdition, the companiesearequired to waive
Actavis’s lights rdated to isradipineapsules and loxapine suate casules.

The proposed Csent Agreement requires Wason o Actavis to dvest assés related to
four of the markis (generc extended Heasebupropion hgrochloridetablets, gnerc extended
releasediltiazemhydrochloride capaules, generic lorazepam teblets, and generic
dextromethorphan tidyobromide ad quinidine sulfate gsules) to Sandoz, and the rest of the
Products @l but exterded release momphine sufate and ndtrexonecomhnation capsules,
isradipine capaules, and loxapine siccinate capaules) to Par. Pa is aNew Jasey-basal generic
pharmaeuticd companyselling ove 60 prescription drugproduct fanilies and has arctve
product development pipeline. Sandoz isbased in Gamany and has gproximately 200 generic
product families inthe United Sttes and an active product development pipeline.  With their
experiencen genericmarkes, Par and Sandoz aggpected to m@icate the ompetition that
would otherwise béost with he Proposed Ayuisition. Futher, the enended supplageement
with Pfizer mncening Embeda will ensuréhat Pfizr's plans to re-lanch Embedand the
ensuinggenerc competition for that mduct will remain intacafterthe Proposed Auisition.
The renouncements of thecomhined entity’s interest in the isradipine and loxapine siccinate
agreementswill similarly preseave competition in each of those markets.

The Commission’s god in evaluating possble purchaseas of divestal assds is to
maintain the competitive eneinment that exted prior to the equisition. fthe Commission
detemines that Par and/or Sandoz act aceptable aquiras of the asets to be divested, or
that the manneof the divestitures is not eeptdle, the pares must unwind the sale to Par
and/or Sandoz and divest the praguo a Comnsgsion-approve acquier within six months of
thedae the Order becomes find. In that circumdance, the Commission may gppoint atrusee to
divest the products if the gees fal to divest he produts as requirg.

The propose Consent Ageanent contains seval provisions to help ensutieat the
divestitures ae swccessiul. The Order requires Wasan and Actavis to take dl action to mantain
the economic viability, maketability, and competitiveness d the produds © be divested until
such time as they are tranderred toa Conmission-approved acquirer. Wason and Actavis mud
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transfe the manudctuing technolog for geneic (1) alapal@e and bezoyl peroxide topical
gel; (2) xtended elease morphine sulfa cgsules; (3) gnerc extended Heaseoxymorphone
non-tamperesistant tablets; (4xtended elesse amphamine salts capside(5) extended
release diltiazem hyrochloridecapsuls (generc Cardizem CD); (6)dntany transdemal
system; (7) exterded releaseglipizide tablets; (8) extended releasemehylphenidate
hydrochloridetablets; (9) ursodiol tablets; (10) taelopramide hgirochloridetablets; (11)
extended release oxycodone tampe residant tablets; (12) exterded releasenifedipine tablets;
(13) exterded releaserivastigmine film; and (14) varenicline tartrate tablets o Pa and mug
supplyPar with extended redse morphinsulphate gasules, extended relse nifelipine
tablets, ursodiol tablets, extended aske ¢jpizide tablets, metoclopnaide hydrochloride
tablets, andxended eleae diltiazem hgrochloridecapsule (generc Cardizem CD). Watson
and Adavis must also transféo Sandozle manuhctuing technolog for geneic (1)
dextromethorphan ladyobromide ad quinidine sulfate gsules; (2) extendedleasebupropion
hydrochloridetablets; (3) tended elease diltiazem hgrochloridecapsuls (generc Tiazac)
and (4)lorazepam tabte and must supplgandoz with ebended elease diltiazem hgrochloride
capsuls (geneic Tiazac)and loraepam tablets durintpe transition period.

The purposef this analgis is b fadlitate public comment on the proposed Consent
Agreament, and it is not ieinded to onstituke an oficial interpretation of the pyposed Ordeor
to modify its terms in any way.



