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UNITED STATES OF AMERICA
BEFORE THE FEDERAL TRADE COMMISSION

COMMISSIONERS: Edith Ramirez, Chairwoman
Julie Brill
Maureen K. Ohlhausen
Joshua D. Wright
Terrell McSweeny

In the Matter of

AKORN, INC,, Docket C-4479

a corporation.

~ o~ o

DECISION AND ORDER
[Public Record Version]




n

Commission Rule 2.34, 16 C.F.R. § 2.34, @w@nmission hereby makes the following
jurisdictional findings andssues the following Decish and Order (“Order”):

1. Respondent Akorn is a corporatioganized, existing, and doing business under
and by virtue of the laws of the Statel@iuisiana, with its headquarters address
located at 1925 W. Field CouBuite 300, Lake Forest, lllinois 60045.

2. The Commission has jurisdiction of thégect matter of thiproceeding and of
the Respondent, and the proceeding is in the public interest.

ORDER
l.

IT IS ORDERED that, as used in the Orderetfollowing definitions shall apply:

“Akorn” means Akorn, Inc., its directorsfficzers, employees, agents, representatives,
successors, and assigns; angbitst ventures, subsidias, divisions, groups and
affiliates in each case controlled by Akolmg. (including, without limitation, Akorn
Enterprises, Inc.), and the respectimectors, officers, employees, agents,
representatives, successors, and assigeaatf. After the Acquisition, Akorn shall
include VersaPharm.

“VersaPharm” means VersaPharm Incorpedaits directors, officers, employees,
agents, representatives, successors, anghassind its joint ventures, subsidiaries,
divisions, groups and affiliates in eacheasntrolled by VersaPharm Incorporated, and
the respective directors, aférs, employees, agents, representatives, successors, and
assigns of each.

“Actavis” means Actavis plc, a corporationganized, existing and doing business under
and by virtue of the laws of Ireland, witls world headquarters located in Dublin,
Ireland, and its United States headquartedsess located at Morris Corporate Center i,
400 Interpace Parkway, Parsippany, New Jersey 07054.

“Watson” means Watson Laboratories, Ireccorporation organized, existing and doing
business under and by virtue of the lawshef State of Delaware with its headquarters
address located at Morris Corporate Celtlted00 Interpace Parkway, Parsippany, New
Jersey 07054. Watson Laboratories, Inc.wsally owned subsidiy of Actavis plc.

“Respondent” means Akorn.
“Commission” means the Federal Trade Commission.
“Acquirer(s)” means the following:

1. a Person specified by name in this Ordexdquire particular asteor rights that
the Respondent is required to assign, glar@nse, divest, tragfier, deliver, or
otherwise convey pursuanttiois Order and thdtas been approved by the

2



Commission to accomplish the requiremesftghis Order in connection with the
Commission’s determination to makestiOrder final and effective; or

2. aPerson approved by the Commission to acquairBcular assets gights that the
Respondent is required &ssign, grant, license, divestansfer, deliver, or
otherwise convey pursugto this Order.

“Acquisition” means Respondent’s acquisitioiithe voting securities of VersaPharm.
Respondent entered Agreement and Plan of Merger between Akorn, Inc., Akorn
Enterprises I, Inc., VPI Holdings Corpn@Tailwind Management LP, dated as of May
9, 2014, that was submitted to the Commission.

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

“Agency(ies)” means any government regulataughority or authorities in the world
responsible for granting approv&l( clearance(s), qualificatia)( license(s), or permit(s)
for any aspect of the resear®evelopment, manufacture, rkating, distribution, or sale
of a Product. The term “Agency” includesgithout limitation, the United States Food
and Drug Administration (“FDA").

“Akorn Rifampin Product” means the ProdurctDevelopment, manufactured, owned or
controlled by Respondent pursuant to ANDA No. 206736 filed with the FDA on
December 27, 2013, and any supplements, amendments, or revisions thereto.

“Akorn Rifampin Product Assets” eans all rights, title and imest in and to all assets
related to the Business withihe Geographic Territory d®espondent related to the
Akorn Rifampin Product, to the extent léigaransferable, including, without limitation,
the following assets and righté Respondent, as such assetd rights are in existence as
of the date Respondent signs the Consentékgeat in this matter and as are maintained
by Respondent in accordance with the Ordévi&intain Assets uiitthe Closing Date:

1. all rights to all of the Aplications related to tnAkorn Rifampin Product;

2. all Product Intellectual Property relatedtb@ Akorn Rifampin Product that is not
Product Licensed Intellectual Property;

3. all Product Approvals related the Akorn Rifampin Product;

4. all Product Manufacturingdchnology related to thek&rn Rifampin Product that
is not Product Licensedtellectual Property;

all Product Marketing Materials reé&d to the Akorn Rifampin Product;

all Product Scientific anRegulatory Material relateto the Akorn Rifampin
Product;

all Website(s) related exclusively to the Akorn Rifampin Product;

8. the content related exclusively to th&okn Rifampin Product that is displayed on
any Website that is not dedicated esiVely to the Akorn Rifampin Product;



9.

10.
11.

12.

a list of all of the NDC Numbers relatedttee Akorn Rifampin Product, and rights,
to the extent permitted by Law, and to the extent they are assigned to the
Respondent:

a.

to require Respondent to discontirtbhe use of those NDC Numbers in the
sale or marketing of the Akorn Rifampin Prodexitept for returns, rebates,
allowances, and adjustments for sucbdeict sold prior to the Closing Date
andexcept as may be required by applicable Law axakpt as is necessary
to give effect to the transactionsntemplated under any applicable
Remedial Agreement;

to prohibit Respondent from seeking framy customer any type of cross-
referencing of those NDC Numisewith any Retained Product@cept for
returns, rebates, allowances, and adpeasits for such Product sold prior to
the Closing Date angkcept as may be required by applicable Law;

to seek to change any cross-refecing by a customer of those NDC
Numbers with a Retained Product (uting the right to reeive notification
from the Respondent of any suchssaeferencing that is discovered by
Respondent);

to seek cross-referencing from a customer of the Respondent’'s NDC
Numbers related to th&korn Rifampin Product wh the Acquirer's NDC
Numbers related to th&korn Rifampin Product;

to approve the timing of Respondsrdiscontinued use of those NDC
Numbers in the sale or markagi of the Akorn Rifampin Produekcept for
returns, rebates, allowances, adjustments for the Akorn Rifampin
Product sold prior to the Closing Date adept as may be required by
applicable Law andxcept as is necessary to gieffect to the transactions
contemplated under any applicable Remedial Agreement; and

to approve any notification(s)dm Respondent to any customer(s)
regarding the use or discontinue@ wsé such NDC numbers by Respondent
prior to such notification(s) being disseminated to the customer(s);

all Product DevelopmerReports related to thekorn Rifampin Product;

at the option of the Acquirer of thekdrn Rifampin Product, all Product Assumed
Contracts related to the Akorn Rifamg#noduct (copies to be provided to that
Acquirer on or before the Closing Date);

all patient registries related to tA&orn Rifampin Product, and any other
systematic active post-marketing surveillance program to collect patient data,
laboratory data, and identification infoation required to be maintained by the
FDA to facilitate the investigation of adwe effects related to the Akorn Rifampin
Product (including, without limitation, arfiyisk Evaluation Mitigation Strategy as
defined by the FDA); and
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13.

all of the Respondent’s books, records, files directly related to the foregoing;

PROVIDED, HOWEVER, that “Akorn Rifampin Produdssets” shall not include: (i)
documents relating to Respondent’s generaliegs strategies @ractices relating to
the conduct of its Business of gemgoharmaceutical Products, where such
documents do not discuss with particiiiathe Akorn Rifampin Product; (ii)
administrative, financial, and accounting resr(ii) quality control records that are
determined not to be material to thermtacture of the Akorn Rifampin Product by
the Monitor or the Acquirer of the Akorn fampin Product; (ivany real estate and
the buildings and other permanent structlweated on such real estate; and (vi) all
Product Licensed Intellectual Property;

PROVIDED FURTHER, HOWEVER, that in cases in which documents or other
materials included in the assets to be de@stontain information: (i) that relates

both to the Akorn Rifampin Product andRetained Products or Businesses of
Respondent and cannot be segregated innmendhat preserves the usefulness of the
information as it relates to the Akorn Rifi@in Product; or (ii) for which Respondent
has a legal obligation to retain the original copies, the Respondent shall be required to
provide only copies or relant excerpts of the documts and materials containing

this information. In instances where sudpies are provided to the Acquirer of the
Akorn Rifampin Product, Respondent shathyde that Acquirer access to original
documents under circumstances where copies of documents are insufficient for
evidentiary or regulatory purposes. The puegpofthis provision is to ensure that
Respondent provides the Acquirer witle tilbove-described information without
requiring Respondent completety divest itself of informaon that, in content, also
relates to Retained Product(s).

“Akorn Rifampin Product Divestiture Agreements” means the following:

1.

2.

The Asset Purchase Agreement betwekarA, Inc. and Watson Laboratories, Inc.,
dated as of July 21, 2014; and

The Manufacturing Supply Agreement attachsdan exhibit to the above-described
Asset Purchase Agreement to be@xed as of the Closing Date;

all amendments, exhibits, attachments, ageses) and schedulesetieto, related to the
Akorn Rifampin Product Assets that haween approved by the Commission to
accomplish the requirements of this Ord€he Akorn Rifampin Product Divestiture
Agreements are contained in Non-Public Appendix A.

“Application(s)” means “NewDrug Application” (“NDA”), “Abbreviated New Drug
Application” (“ANDA"), “Supplemental Nev Drug Application” (“SNDA”), or
“Marketing Authorization Applation” (“MAA”), the applicaions for a Product filed or
to be filed with the FDA pwuant to 21 C.F.R. Part 3&#seq., and all supplements,
amendments, and revisions thereto, any pegpgr work, registratin dossier, drafts and
data necessary for the preparationgb&rand all correspondence between the
Respondent and the FDA related theretoe f#tm “Application” also includes an
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“Investigational New Drug Application” (NID”) filed or to be filed with the FDA
pursuant to 21 C.F.R. Part 312, and all supplets, amendments, and revisions thereto,
any preparatory work, registian dossier, drafts and datacessary for the preparation
thereof, and all corresponuge between the Respondent and the FDA related thereto.

“Business” means the research, Depehent, manufacture, commercialization,
distribution, marketing, importation, adtisement, and sale of a Product.

“cGMP” means current Good Maradturing Practice as setrfo in the United States
Federal Food, Drug, and Cosmetic Act, as amended, and includes all rules and
regulations promulgatday the FDA thereunder.

“Clinical Trial(s)” means a controlled study mumans of the safety or efficacy of a
Product, and includes, without limitation, suatimical trials as a& designed to support
expanded labeling or to satisfy the requirameeof an Agency in connection with any
Product Approval and any other human studgdus research and Development of a
Product.

“Closing Date” means the date on whigkspondent (or a Divestiture Trustee)
consummates the transaction to assign,tglaense, divest, transfer, deliver, or
otherwise convey assets related to the AlRifampin Product to an Acquirer pursuant
to this Order.

“Confidential Business Informatiomieans all information owned by, or in the
possession or control of, Respondéatt is not in the public aprain and that is directly
related to the conduct of the Business relatethe Akorn Rifampin Product. The term
“Confidential Business Informatioréxcludes the following:

1. information relating to Respondent’s gendrasiness strategies or practices that
does not discuss with particularitye Akorn Rifampin Products;

2. information specifically excluded frotte Akorn Rifampin Product Assets
conveyed to the Acquirer; and

3. information that is protected by the atteyrwork product, attorney-client, joint
defense, or other privilege prepareac¢annection with the Aguisition and relating
to any United States, state, or foreign antitrust or competition Laws.

“Contract Manufacture” means:

1. to manufacture, or to cause to bemmictured, a Contradanufacture Product on
behalf of an Acquirer;

2. to manufacture, or to cause to be maetdred, a Product thatthe therapeutic
equivalent (as that term is defined bg 8DA) and in the ideital dosage strength,
formulation and presentati@s a Contract ManufactuRroduct on behalf of an
Acquirer; and

3. to provide, or to cause to be providedy part of the manufacturing process
including, without limitation, the finishjlf, and/or packaging of a Contract
Manufacture Product on behalf of an Acquirer.
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“Contract Manufacture Product(s)” means :
1. the Akorn Rifampin Product; and

2. any ingredient, material, or componeaised in the manufacture of the Akorn



AA.

BB.

CC.

DD.

EE.

FF.

GG.

4. to have the Akorn Rifampin Products made/where in the world for distribution
or sale within, or importethto, the Geographic Territory;

PROVIDED, HOWEVER, that for any Product Licensed Ihéetual Property that is the
subject of a license from a Third Partytexed into by the Respondent prior to the
Acquisition, the scope of the rights granted bhader shall only be required to be equal
to the scope of the rights grantegithe Third Party to Respondent.

“Divestiture Product Releasee(s)” means the following Persons:
1. the Acquirer for the assets reldtm the Akorn Rifampin Product;
2. any Person controlled by or under coomtontrol with the Acquirer; and

3. any Manufacturing Designees, licenseeslisensees, manufacturers, suppliers,
distributors, and customers of the Aaguj or Acquirer-affiliated entities.

“Divestiture Trustee” means the trastappointed by the Commission pursuant to
Paragraph IV of this Order.

“Domain Name” means the domain namé(s)iversal resource locators), and
registration(s) thereof, issued by any Permsoauthority that issues and maintains the
domain name registratioRROVIDED, HOWEVER, “Domain Name” shall not include
any trademark or service mark rights to sdomain names otherah the rights to the
Product Trademarks required to be divested.

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

“Geographic Territory” shall mean the Unit8thtes of America, including all of its
territories and possessionsyless otherwise specified.

“Government Entity” means any federahtst, local, or non-U.S. government, or any
court, legislature, governmeagency, or government corgsion, or any judicial or
regulatory authoritpf any government.

“Law” means all laws, statutes, rules, regjidns, ordinancesnd other pronouncements
by any Government Entity having the effect of law.

“Manufacturing Designee” means any Persdreothan the Respondent that has been
designated by an Acquirer to manufacture a Divestiture Product for that Acquirer.

“Monitor” means any monitor appointed purs



KK.

LL.

MM.

NN.

OO.

PP.

“Order to Maintain Assets” means the OrtieMaintain Assets incorporated into and
made a part of the Consent Agreement.

“Patent(s)” means all patents, patemplécations, including provisional patent
applications, invention disclosure, is3itihtes of inventionand applications for
s3rtificates of invention andatutory invention registrationg each case filed, or in
existence, on or before the Closing Dabedpt where this Order specifies a different
time), and includes all reissyexlditions, division, isontinations, sontinuations-in-part,
supplementary protection s3rtificates, esien, iand reexaminations thereof, all
inventions disclosed therein iand all righterin provided by international treaties and
sonventions.

“Person” means any individual, partnershipnjaenture, firm, sorporation iassociation,
trust, unincorporated orga&ation, or other business Government Entity iand any
subsidiaries, division, igroup®r affiliates thereof.

“Product(s)” means any pharmaceutical, biotadji or genetic somposition sontaining
any formulation or dosage of a sompougterenced as its pharmaceutically i
biologically ior genetically active ingrediemi@or that is the suegt of an Application.

“Product Approval(s)” meansg approval, iregistrations, paits, licenses, sonsents,
authorization, iand othemgroval, iand pending applitians and requests therefor,
required by applicable Agencies relatedtte re,earch, Development, manufacture,
distribution, finishing, packagg, marketing, sale, storage or transport of a Product
within the United States &merica, and includes,ithout limitation iall approval, i
registrations, licenses or &gtization,igranted in sorecttion with any Application
related to that Product.

“Product Assumed Contracts” means all saats or agreements (copies of each such
contract to be provided to the Acquirer orbefore the Closing Date and segregated in a
manner that clearly identifies therpose(s) of each such contract):
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QQ.

5. relating to the particulared marketing of the Akorn Rifampin Product or
educational matters relating solétythe Akorn Rifampin Product(s);

6. pursuant to which a Third Party manufaets the Akorn Rifampin Product on
behalf of Respondent;

7. pursuant to which a Third Party providasy part of the manufacturing process
including, without limitation, the finisHijll, and/or packaging of the Akorn
Rifampin Product on behalf of Respondent;

8. pursuant to which a Third Party proeglthe Product Manufacturing Technology
related to the Akorn Rifanup Product to Respondent;

9. pursuant to which a Third Party is lieseed by Respondent to use the Product
Manufacturing Technology;

10. constituting confidentialitagreements involving th&korn Rifampin Product;

11. involving any royalty, licensg, covenant not to suer similar arrangement
involving the Akorn Riampin Product;

12. pursuant to which a Third Party provides/apecialized services necessary to the
research, Development, manufacturegistribution of the Akorn Rifampin Product
to the Respondent including, but notilied to, consultation arrangements; and/or

13. pursuant to which any Third Party cditzrates with th&espondent in the
performance of research, Developmentrkating, distributioror selling of the
Akorn Rifampin Product or the Businessated to the Akorn Rifampin Product;

PROVIDED, HOWEVER, that where any such contractagreement also relates to a
Retained Product(s), Respondent shallgsie Acquirer all sth rights under the
contract or agreement as are related tAkm@n Rifampin Product, but concurrently may
retain similar rights for the pposes of the Retained Product(s).

“Product Copyrights” means rigito all original work®f authorship of any kind
directly related to the Akorn Rifampin Prodwand any registrations and applications for
registrations thereof within the Geographerritory, including, but not limited to, all
such rights with respect to all promaial materials for healthcare providers, all
promotional materials for patients, ardlieational materials for the sales force;
copyrights in all preclinical, clinical, and press development datadareports relating to
the research and Development of that Produci any materials used in the research,
Development, manufacture, marketing, or sdlthat Product, includg all copyrights in
raw data relating to Clinical Trials of th@toduct, all case repdidrms relating thereto
and all statistical pragms developed (or modified anmanner material to the use or
function thereof (other than through user refess)) to analyze clinat data, all market
research data, market intelligence reportsl, statistical programs (if any) used for
marketing and sales research; all copyrightsustomer information, promotional and
marketing materials, that Product’s saterecasting models, medical education
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materials, sales training materials, and atisieag and display ntarials; all records
relating to employees of Respondeiitonaccept employment with the Acquirer
(excluding any personnel records
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TT. “Product Licensed Intellectual &perty” means the following:

1. Patents that are related to the Ak&ifampin Product that the Respondent can
demonstrate have been used, pricdh®Acquisition Date, for any Retained
Product that is the subjeat an active (not discontinued) NDA or ANDA as of the

Acquisition Date; and
2. trade secrets, know-how, tedques, data, inventions,gatices, methods, and other
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WW.

XX.

YY.

Z7.

production of packaging components, telemisinasters, and other similar materials
related to the AkoriRifampin Product.

“Product Scientific and Regulatory Matalfi means all technobical, scientific,
chemical, biological, pharmacologicalxtoological, regulatory, and Clinical Trial
materials and information.

“Product Trade Dress” means the curreatlér dress of a Product including, but not
limited to, Product packaging and the letteraighe Product trade name or brand name.

“Product Trademark(s)” means all proprietagmes or designations, trademarks, service
marks, trade names, and brand namesydieg registrationsrad applications for
registration therefor (andlaenewals, modifications, arektensions thereof) and all
common law rights, and the goodwill symbolizedreby and associated therewith, for a
Product.

“Remedial Agreement(s)” means the following:

1. any agreement between Respondent and guifer that is specifically referenced
and attached to this Order, includialjamendments, exhibits, attachments,
agreements, and schedules thereto, relatdtetoelevant assets rights to be
assigned, granted, licensed, divested, teansfi, delivered, or otherwise conveyed,
including without limitation, any agreeaant to supply specified products or
components thereof, and that has bagproved by the Commission to accomplish
the requirements of the Order in connection with the Commission’s determination
to make this Order final and effective;

2. any agreement between Respondent and a Harty to effect the assignment of
assets or rights of Respondent relatethéoAkorn Rifkamin Product to the benefit
of an Acquirer that is specifically refereed and attached tbis Order, including
all amendments, exhibits, attachmentseagents, and schedukbereto, that has
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AAA.

BBB.

CCC.

4. any agreement between the Respondentartird Party to effect the assignment
of assets or rights of tHeespondent related to a Dividste Product to the benefit
of an Acquirer that has been approved by the Commission to accomplish the
requirements of this Order, including all amendments, exhibits, attachments,
agreements, and schedules thereto.

“Retained Product” means any Product($)er than the Akorn Rifampin Product.

“Supply Cost” means a cost not to exceed the Respondent’s average direct per unit cost
in United States dollarsf manufacturing thdkorn Rifampin Product for the twelve (12)
month period immediately precedingetAcquisition Date. “Supply Cost” shall

expressly exclude any intracompany business transfer gtafityIDED, HOWEVER,

that in each instance where: (i) an agreento Contract Manufacture is specifically
referenced and attachedthos Order, and (ii) such agreement becomes a Remedial
Agreement for a Divestiture Product, “Supplys€aneans the cost as specified in such
Remedial Agreement for the Akorn Rifampin Product.

“Technology Transfer Standards” means reguients and standards sufficient to ensure
that the information and assets required taldélesered to an Acquer pursuant to this
Order are delivered in an organized, co
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DDD.

EEE.

Akorn Rifampin Product in commercial quantities and to meet all Agency-
approved specifications for tiAkorn Rifampin Product; and

c. receive, integratena use all such Product Mafacturing Technology and
all such intellectual property reé&d to the Akorn Rifampin Product.

“Third Party(ies)” means any non-governmerRalson other than the Respondent, or the
Acquirer.

“Website” means the content of the Web@}docated at the Domain Names, the
Domain Names, and all copyrights irckuWebsite(s), to the extent owned by
RespondentPROVIDED, HOWEVER, “Website” shall not include the following: (1)
content owned by Third Parties and other Pobdintellectual Propgy not owned by the
Respondent that are incorporated in such$ite(s), such as stock photographs used in
the Website(s)kxcept to the extent that Respondent camvey its rights, if any, therein;
or (2) content unrelated to the Akorn Rifampin Product.

IT IS FURTHER ORDERED that:

Not later than the earlier of: (i) ten (10) dafter the Acquisition Date or (ii) ten (10)
days after the Order Date, Respondent shedist the Akorn Rifampin Product Assets
and grant the related Divestiture Produdatdrise, absolutely and in good faith, to Watson
pursuant to, and in accordance withe tkkorn Rifampin Product Divestiture
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modifications to the manner of divestitwkthe Akorn Rifampin Product Assets to
Watson (including, but not limited to, entgg into additional agreements or
arrangements) as the Commission mayrdate are necessary to satisfy the
requirements of this Order.

Prior to the Closing Date, Respondent skadlure all consents and waivers from all
Third Parties that are necess&mypermit Respondent to divabe assets required to be
divested pursuant to this Order to an Acguiand to permit the relevant Acquirer to
continue the Business ofdlAkorn Rifampin Product;

PROVIDED, HOWEVER, Respondent may satisfy thigjterement by certifying that the
relevant Acquirer for the Divestiture Prodiets executed all such agreements directly
with each of the relevant Third Parties.

Respondent shall:

1. submit to the Acquirer, at Responderggense, all Confidential Business
Information related to the AkorRifampin Product being acquired;

2. deliver all Confidential Business Infoation related to the Akorn Rifampin
Product being acquired:

a. ingood faith;

b. inatimely mannern.e., as soon as practicabsejoiding any delays in
transmission of the respective information; and

c. inamanner that ensures its conitess and accuracy and that fully
preserves its usefulness;

3. pending complete delivery of all suclo@idential Business Information to the
Acquirer, provide the Acquirer and theolitor (if any has been appointed) with
access to all such Confid&al Business Information and employees who possess or
are able to locate such informatiom tbe purposes of identifying the books,
records, and files directly related tetAkorn Rifampin Product that contain such
Confidential Business Information and ifdating the delivery in a manner
consistent with this Order;

4. not use, directly or indirely, any such Confidential Buséss Information related to
the Business of the Akorn Rifampin Prodotter than as necessary to comply with
the following:

a. the requirements of this Order;

b. Respondent’s obligations to the Acariunder the terms of the Remedial
Agreement; or

c. applicable Law;
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not disclose or convey anyo@fidential Business Informain, directly or indirectly,

to any Person except (i) the Acquirertioé Akorn Rifampin Product, (ii) other

Persons specifically authorized by the Acgquto receive sucimformation, (iii) the
Commission, or (iv) the Monitorf(any has been appointed); and

not provide, disclose or otherwise makailable, directhyor indirectly, any
Confidential Business Information relatedtie marketing or sales of the Akorn
Rifampin Product to the marketing or saEmployees associated with the Business
related to those Retained Protiuthat are the therapeutigugvalent (as that term is
defined by the FDA) of thAkorn Rifampin Product.

Until the Acquirer (or the Manufacturing Desigrafethe Acquirer) (i) obtains all of the
relevant Product Approvals necessary to maciuire in commercial quantities, and in a
manner consistent with cGMP, the finistdrdig product independently of Respondent,
and (ii) identifies sources of supply of thetive pharmaceutical ingredients, excipients,
other ingredients, and necegsaomponents listed in th&pplication(s) of Respondent
for the Akorn Rifampin Product, Respondent shall:

1.

provide, or cause to bequided to the Acquirer all ecespondence, submissions,
notifications, communications, registrations other filings made to, received
from, or otherwise conducted with the FD&ating to the Application(s) related to
the Akorn Rifampin Product in an omngaed, comprehensive, complete, useful,
timely (i.e., ensuring no unreasonable delays@amsmission), and meaningful
manner; and

cooperate with, and assist, Acquimreresponding to all correspondence,
submissions, notifications, communications, registrations, or other filings received
from, or otherwise conducted with the FD&ating to the Application(s) related to
the Akorn Rifampin Product in an omngaed, comprehensive, complete, useful,
timely (i.e., ensuring no unreasonable delays@amsmission), and meaningful
manner, with copies and notice to themitor and the Acquiresf such contacts

with the FDA in an organized, comprehensive, complete, useful, timely (

ensuring no unreasonable delays ingraission), and meaningful manner.

Respondent shall provide, or causde provided to the Acquirer in a manner consistent
with the Technology Transfer Standards the following:

1.

all Product Manufacturing Taoology (including all reli@d intellectual property)
related to the Akorn Rampin Product; and

all rights to all Product Maufacturing Technology (includg all related intellectual
property) that is owned by a Third Paatyd licensed to Respondent related to the
Akorn Rifampin Product.
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Respondent shall obtain any consents fronndlRarties required to comply with this
provision. Respondent shall not enforce agyeement against a Third Party or an
Acquirer to the extent that such agreenmaay limit or otherwise impair the ability of
that Acquirer to use or to acquire frahe Third Party th®roduct Manufacturing
Technology (including all relateintellectual property) relad to the Akorn Rifampin
Product acquired by the Acquirer. Sucheggnents include, but are not limited to,
agreements with respect to the disclosafr€onfidential Business Information related
to such Product Manufacturi
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PROVIDED, HOWEVER, that Respondent may reseihe right to control the
defense of any such claim, including thghtito settle the claim, so long as such
settlement is consistent with thedpendent’s responsiliies to supply the
Contract Manufacture Products iretmanner required by this Order;

PROVIDED FURTHER, HOWEVER, that this obligation shall not require

Respondent to be liable for any negligaat or omission of the Acquirer or for any
representations and warranties, expordmplied, made by the Acquirer that

exceed the representations and warranties made by Respondent to the Acquirer in
an agreement to Contract Manufacture;

PROVIDED FURTHER, HOWEVER, that in each instance where: (i) an agreement
to divest relevant assets Contract Manufacture is sgifically referenced and
attached to this Order, and (ii) suatpreement becomes a Remedial Agreement for
an Akorn Rifampin Product, each such agreement may contain limits on the
Respondent’s aggregate liability resudtifrom the failure of the Contract
Manufacture Products supplied to theg@ioer pursuant to such Remedial
Agreement to meet cGMP;

give priority to supplying a Contratbanufacture Product to the Acquirer over
manufacturing and supplying of Produfds Respondent’s own use or sale;

make representations and warranties to daxjuirer that Respondent shall hold
harmless and indemnify the Acquirer for diapilities or loss of profits resulting
from the failure of the Contract Manufacé Products to be delivered in a timely
manner as required by the Remedigleement(s) unless Respondent can
demonstrate that the failure was beyorel¢bntrol of Respondent and in no part
the result of negligence or willful misconduct by Respondent;

PROVIDED, HOWEVER, that in each instance wher@) an agreement to divest

relevant assets or Contract Manufacturgpiscifically referenced and attached to
this Order and (ii) such agreement bmes a Remedial Agreement for an Akorn
Rifampin Product, each such agreement may contain limits on Respondent’s
aggregate liability for such a failure;

during the term of any agreement to Gaot Manufacture, uponritten request of
the Acquirer or the Monitor (if any hagén appointed), make available to the
Acquirer and the Monitor (if any has begwpainted) all records #t relate directly
to the manufacture of the relevant Contfdetnufacture Producthat are generated
or created after the Closing Date;

during the term of any agreement to Gant Manufacture, Respondent shall take
all actions as are reasonably necessagnsure an uninterpted supply of the
Contract Manufacture Product(s);
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10.

in the event (i) Respondent becomeshi@&o supply or prduce a Contract
Manufacture Product from the facility adilities originally contemplated under a
Remedial Agreement with an Acquirer, giigithat Product is the subject of an
ANDA, then Respondent shall provide a thenagcally equivalent (as that term is
defined by the FDA) Product from anotherRdspondent’s facility or facilities in
those instances where such facilities aiadased or have previously been used,
and are able to be used, by pasdent to manufacture such Product;

provide access to all inforrian and facilities, and malksich arrangements with
Third Parties, as are necessary to allow the Monitor to monitor compliance with the
obligations to Contct Manufacture; and

during the term of any agreement torfract Manufacturegrovide consultation
with knowledgeable employees of Respondet training, at the written request of
the Acquirer and at a facility chosen by the Acquirer, for the purposes of enabling
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disputed product or service urgiich payment of all overdue and
outstanding undisputed amounts are made.

Respondent shall require, asandition of continued employmepost-divestiture of the
assets required to be divested pursuatttigoOrder, that each employee that has had
responsibilities relateth the marketing or sales ofettAkorn Rifampin Product within

the one (1) year period prior to theo€iing Date and each employee that has
responsibilities relateth the marketing or sales of tleoRetained Products that are the
therapeutic equivalent (as that term is defined by the FDA) of the Divestiture Products, in
each case who have or may have had at¢oe3snfidential Business Information, and

the direct supervisor(s) of any such eayge sign a confidentiality agreement pursuant
to which that employee shall be reqdit® maintain all Confidential Business
Information related to the Divestiture Prothias strictly confidential, including the
nondisclosure of that information to all otlemployees, executives or other personnel of
Respondent (other than as necessary to lyowifh the requirements of this Order).

Not later than thirty (30) days after theo€ing Date, Respondent shall provide written
notification of the restrictins on the use and disclosofe¢he Confidential Business
Information related to the Divestiture ProdulbysRespondent’s persogirto all of their
employees who (i) may be in possession chdbonfidential Business Information or (ii)
may have access to such Confidential Business Information. Respondent shall give the
above-described notification by e-mail witturn receipt requested or similar
transmission, and keep a fi those receipts for one (§¢ar after the Closing Date.
Respondent shall provide a copy of the nadifien to the Acquirer. Respondent shall
maintain complete records of all such nottions at Respondent’egistered office
within the United States arsthall provide an officer’s céfication to the Commission
stating that the acknowledgment programm haen implemented and is being complied
with. Respondent shall provide the Acqui
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PROVIDED FURTHER, HOWEVER, that Respondent may do the following: (i)
advertise for employees in newspapers,dnaablications or other media not targeted
specifically at the Divestiture Product Erapées; or (ii) hire a Divestiture Product
Employee who contacts Respondent on hisesrown initiative without any direct or
indirect solicitation or ecouragement from Respondent.

Until Respondent completes the divestiturguieed by this Order and fully provides, or
causes to be provided, the Product Manuiiaaty Technology reked to the Akorn
Rifampin Product to the Acquirer,

1. Respondent shall take acticas are necessary to:

a. maintain the full economic viabilitgnd marketabilityf the Businesses
associated with the Akorn Rifampin Product;

b.  minimize any risk of loss of competitive potential for that Business;

c.  prevent the destruction, removal, Wwag, deterioration, or impairment of
any of the assets relatedtt® Akorn Rifampin Product;

d. ensure the assets related to eacre8liture Product are provided to the
relevant Acquirer in a manner withodisruption, delay, or impairment of
the regulatory approval processes related to the Business associated with
each Divestiture Product; and

e. ensure the completeness of trenssfer and delivery of the Product
Manufacturing Technology; and

2. Respondent shall not sellatrsfer, encumber, or ottvése impair the assets
required to be divested (othiran in the manner prescribed in this Order) nor take
any action that lessens the full aomic viability, marketability, or
competitiveness of the Businesses assediatith the Akorn Rifampin Product.

Respondent shall not juifile, prosecute, or maintaimysuit, in law or equity, against
the Acquirer or the Divestiture Product Releasee(s) of the Acquirer under the following:

1. any Patent owned by or licensed to Respahds of the day after the Acquisition
Date that claims a method of makingings or administering, or a composition of
matter of a Product, or that claimslevice relating to the use thereof; or

2. any Patent that was filed or in existemceor before the Acquisition Date that is
acquired by or licensed to Responderdrat time after the Aguisition Date that
claims a method of making, using, or adrsiaring, or a composition of matter of a
Product, or that claims a dee relating to the use thereof;

if such suit would have the paitial directly to limit or interfere with the Acquirer’s
freedom to practice the following: (i)@hresearch, Development, or manufacture
anywhere in the World of the Akorn Rifgoin Product for the purposes of marketing,
sale or offer for sale within the UnitedaBts of America of the Akorn Rifampin Product;
or (ii) the use within, import to, export from, or the suppldjstribution, or sale within,
the United States of America of the AkdRifampin Product. Respondent shall also
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requirements of this Order and, with respto each Divestiture Product that is a
Contract Manufacture Producintil the earliest of: (i) th date the Acquirer of the
Akorn Rifampin Product (or that Acaeir’s Manufacturing Designee(s)) is
approved by the FDA to manufacture antll tbee Akorn Rifampin Product and able
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Respondent has filed its finalpert pursuant to ParagraphiNB, and ninety (90) days
thereafter, the Monitor shall report initimg to the Commissiononcerning progress by
the Acquirer toward obtaining FDA approtalmanufacture each Divestiture Product
and obtaining the ability to manufactweach Divestiture Product in commercial
guantities, in a manner consistent wetBMP, independently of Respondent.

Respondent may require the Monitor and eafdine Monitor’s consultants, accountants,
attorneys, and other representatives and assistants to sign a customary confidentiality
agreement?ROVIDED, HOWEVER, that such agreement shall not restrict the Monitor
from providing any information to the Commission.

The Commission may, among other things, regithe Monitor and eaabf the Monitor’s
consultants, accountants, attorneys, and o#pesentatives angsistants to sign an
appropriate confidentiality agreement rethte Commission matezis and information
received in connection with the pp@mance of thévonitor’s duties.

If the Commission determines that the Monhas ceased to act or failed to act
diligently, the Commission maypgpoint a substitute Monitor:

1. The Commission shall select the substitute Monitor, subject to the consent of
Respondent, which consent shall not beeasonably withheld. If Respondent has
not opposed, in writing, including theasons for opposing, the selection of a
proposed Monitor within ten (10) dagfter the notice bthe staff of the
Commission to Respondent of the idenafyany proposed Monitor, Respondent
shall be deemed to have consentetthéoselection of # proposed Monitor.

2. Not later than ten (10) days after #ygpointment of the substitute Monitor,
Respondent shall execute an agreement shiéfect to the prior approval of the
Commission, confers on the Monitor aljints and powers necessary to permit the
Monitor to monitor Respondent’s complianegh the relevanterms of the Order
in a manner consistent withe purposes of the Order.

The Commission may on its own initiative,airthe request of the Monitor, issue such
additional orders or directions as may leeessary or appropriate to assure compliance
with the requirements of the Order.

The Monitor appointed pursuant to thisder may be the same Person appointed as a
Divestiture Trustee pursnoato the relevant presions of this Order.

V.
IT IS FURTHER ORDERED that:

If Respondent has not fully complied with thigligations to assign, gnt, license, divest,
transfer, deliver or otherwise convey thkofn Rifampin Product Assets as required by
this Order, the Commission may appoint ateag“Divestiture Trustee”) to assign, grant,
license, divest, transf, deliver, or otherwise convélyese assets in a manner that
satisfies the requirements of this Order.tHa event that the Commission or the Attorney
General brings an action pursuant to § 8 the Federal Trade Commission Act, 15
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U.S.C. § 44l), or any other statute enforcbg the Commission, Respondent shall
consent to the appointment of a Divestitlirastee in such action to assign, grant,
license, divest, transfer, deliver, or athiese convey these assets. Neither the
appointment of a Divestiture Ustee nor a decision notappoint a Divestiture Trustee
under this Paragraph shall preclude thenBussion or the Attorney General from
seeking civil penalties or any other reliebdable to it, including a court-appointed
Divestiture Trustegpursuant to § %Y of the Federal Trade Commission Act, or any other
statute enforced by the Commission, for anlufa by Respondent tcomply with this
Order.

The Commission shall select the Divesttdirustee, subject to the consent of

Respondent, which consent shall not be unreasonably withheld. The Divestiture Trustee
shall be a Person with experience and expertise in acquisitions and divestitures. If
Respondent has not opposed, in writing, incigdhe reasons fapposing, the selection

of any proposed Divestiture Trustee within {&80) days after nate by the staff of the
Commission to Respondent of the identifyany proposed Divestiture Trustee,

Respondent shall be deemed to have entesl to the selection of the proposed

Divestiture Trustee.

Not later than ten (10) daydter the appointment of a @astiture Trustee, Respondent
shall execute a trust agreerhérat, subject to the pri@pproval of the Commission,
transfers to the Divestiture Trusteeraghts and powers necessary to permit the
Divestiture Trustee to effect thivestiture required by this Order.

If a Divestiture Trustee is appointed by tG@ommission or a court pursuant to this
Paragraph, Respondent shall consent tdath@ving terms and conditions regarding the
Divestiture Trustee’s powers, dugjeauthority, andesponsibilities:

1. Subiject to the prior approlvaf the Commission, the Digéiture Trustee shall have
the exclusive power and authority to assmyant, license, divest, transfer, deliver,
or otherwise convey the assets thatragpiired by this Order to be assigned,
granted, licensed, divested, transfdrréelivered, or otherwise conveyed.

2. The Divestiture Trustee shall have dtgyear after the date the Commission
approves the trust agreement describediméneaccomplish the divestiture, which
shall be subject to the priapproval of the Commissiorif, however, at the end of
the one (1) year period, the Divestiture Trustee has submitted a plan of divestiture
or the Commission believes that the diites¢ can be achievedithin a reasonable
time, the divestiture period mée extended by the Commissi®iROVIDED,
HOWEVER, the Commission may extend the divestiture period only two (2) times.

3. Subject to any demonstrateally recognized privilegy the Divestiture Trustee
shall have full and complete access ® plersonnel, books, records and facilities
related to the relevant assets thatr@quired to be aggied, granted, licensed,
divested, delivered or otherwise conveygahis Order and to any other relevant
information, as the Divestiture Trustee may request. Respondent shall develop such
financial or other information as the\®istiture Trustee may request and shall
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cooperate with the Divestiture Trustdeespondent shall take no action to interfere
with or impede the Divestiture Trustee’s accomplishment of the divestiture. Any
delays in divestiture caused by Respondiall extend the time for divestiture
under this Paragraph in an amount eqoidhe delay, as determined by the
Commission or, for a court-appointedv@stiture Trustee, by the court.

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 Rpondent’s absolute and unconditional obligation to
divest expeditiously and ab minimum price. The divestiture shall be made in the
manner and to an Acquirer as required by this ORRQVIDED, HOWEVER, if

the Divestiture Trustee receives bona fadiers from more than one acquiring
Person, and if the Commission determineagprove more than one such acquiring
Person, the Divestiture Trustee shall div® the acquiring Person selected by
Respondent from among thoseproved by the CommissioRROVIDED

FURTHER, HOWEVER, that Respondent shall selscich Person within five (5)
days after receiving notificatioof the Commission’s approval.

The Divestiture Trustee shall serve, withbond or other security, at the cost and
expense of Respondent, on such reasoratnlecustomary terms and conditions as
the Commission or a court may set.eTbivestiture Trustee shall have the
authority to employ, at the cost anxpense of Respondent, such consultants,
accountants, attorneys, investment bankausiness brokers, appraisers, and other
representatives and assistants as are negdesaarry out the Divestiture Trustee’s
duties and responsibilities. The Divestgd rustee shall account for all monies
derived from the divestiture and akpenses incurred. After approval by the
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The Divestiture Trustee shall have no obigia or authority taperate or maintain
the relevant assets requiredom divested by this Ordé?PROVIDED, HOWEVER,
that the Divestiture Trustee appointed pardito this Paragraph may be the same

Person appointed as Monitor puasit to the releva provisions of this Order or the
Order to Maintain Assets in this matter.

The Divestiture Trustee shall repartwriting to Respondent and to the

Commission every sixty (6@ays concerning the Divestie Trustee’s efforts to
accomplish the divestiture.

Respondent may require the Divestitlirestee and each of the Divestiture
Trustee’s consultants, accountants,rattgs, and other representatives and
assistants to sign a customaonfidentiality agreemenBROVIDED, HOWEVER,
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To defend against, respond to, or othervpigdicipate in any litigation, investigation,
audit, process, subpoena, or other proceetklating to the divestiture or any other
aspect of the Akorn Rifampin Products og tissets and Businesses associated with the
Akorn Rifampin Products;

PROVIDED, HOWEVER, that Respondent may disclose such information as necessary for
the purposes set forth in this Paragraph V mansto an appropriate confidentiality order,
agreement or arrangement;

PROVIDED FURTHER, HOWEVER, that pursuant to this Paragraph V, Respondent
needing such access to original documsh#dl: (i) requirettose who view such
unredacted documents or other materials teranto confidentiality agreements with the
relevant Acquirer (but shall nbe deemed to have violatedstinequirement if that Acquirer
withholds such agreement unreaably); and (ii) use besfferts to obtain a protective
order to protect the confid
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IT IS FURTHER ORDERED that:

VII.
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IX.

IT IS FURTHER ORDERED that, for purposes of determining or securing compliance
with this Order, and subject to any legakcognized privilege, and upon written request and
upon five (5) days’ notice to Respondent madistprincipal United States offices, registered
office of its United States subsidiary, or its hgaakrters address, that Respondent shall, without
restraint or interference, prit any duly authorized representative of the Commission:

access, during business office hours of Resporatehin the presence of counsel, to all
facilities and access to inspextd copy all books, ledgers, accounts, correspondence,
memoranda and all other records and documaritee possession or under the control of
Respondent related to compliance with fisler, which copying services shall be
provided by Respondent at thexjuest of the authorizedpresentative(s) of the
Commission and at the expense of Respondent; and

to interview officers, directors, or engylees of Respondent, who may have counsel
present, regarding such matters.
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NON-PUBLIC APPENDIX A
AGREEMENTS RELATED TO THE DIVESTITURE

[Redacted From the Public Record Ver®n, But Incorporated By Reference]
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PUBLIC APPENDIX B
MONITOR AGREEMENT
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NON-PUBLIC APPENDIX C
MONITOR COMPENSATION

[Redacted From the Public Record Ver®n, But Incorporated By Reference]
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