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IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF COLUMBIA

STATE OF MARYLAND, ¢t al.
by Attorney Gederal J. Joseph Curran, Jr.
200 St. Paul Place

Baltimore, Maryland 21202
Civ. No. 1:04CV01389 (RMC)

Plaintiffs,
V.

PERRIGO COMPANY, et al.
515 Edstern Avenue .
Allegan, MI 49010

Defendants.

_ ferngo |
FINAL ORDER AND STIPULATED PERMANENT INJUNCTION P
WHEREAS Plaintiffs, the States and Commonwealths of Maryland, Colorada, Ohio,
‘Flotida, Michigan, Alé’bamﬁ Alaska, Arizona, Arkansas, California, Connecticut, D’élaware
] Distiict of Columbla, Georgla Hawaii, Idaho Illinois, Indiana, lowa, Kentucky, Loulslana
.Malne Massachusetts Mlss1ss1pp1 Montana, Nebraska, Nevada, New Hampshire, New Jersey,
' New Mexico, New ¥ork, Noith Dakota, Northern Mariana Tslands, Oklahoma, Oregon,
:Pennsylvama Puerto Rico, Rhode Island, South Carolina, South Dakota, Tennessee- Texas,
Utah Vermont V1rgm Islands Vu’glma Washmgton West V1rg1n1a Wlsconsm and. Wyommg
| (“Plam’mff States” or “States”), filed their Complaint on August 17 2004 pursuant to Sectlon 1 of

. theSherma:nAct ISUSC §land Section 16 of the ClaytonAct 15 U.S.C. § 26, and28



US.C. §§ 133 1, 1337, and seeking civil penalties, injunctive and other equitable relief for
violaﬁoﬁs‘ of state antltrust, consumer protection and/or unfair competition statutes and related
state laws;

AND WHEREAS,; in conjunction with the filing of this Final Order an& Stipulated
Permanent [njunction (“Final Order”), Plaintiff States and Defendant Pérrigo Compaty, by their
respective attorneys, liave stipulated and agreed to entry by the Court of this Final Order without
trial or sdjuaicatiéﬁ of any issue of fact or law;

AND WHEREAS, ‘this Final Order is entered for settIemg‘nt pm'posés only and does not
constitute any evidence against, or an admission of liability or any issue of fact or law, other than
jurisdictional, by Defendant Penigo Company;

AND WHEREAS, Defendant Perrigo Coﬁlpany agtees to be bound by the provisions of
this Final Order pending its approval by the Cout;

AND WHEREAS, Defendant Perrigo Company has rescinded the agreement challenged in
the Complaint and this F fﬁal Order réquires Defendant Perrigo Compatty to refrain from entering
into similar agreemehfé in the future to remedy the competition lost as alleged in thé Complaint;

AND WHEREAS, another aspect of this Final Order is the payment by Defeﬁé&ant Peirigo
Company of 1) $'333;é33;50 to the Plaintiff States and of 2) $666,666.50 to the New York Milk
Antitrist Litigation Fund Account, representing equitable relief and/or settlement paymiénts in
lieu of civil pénalﬁes; |

AND WHEREAS, Defeﬁélant Perriéo Company wiﬁ pay $248,863.25 fo Liaison Counsel

for the Plaintiff States in attorneys’ fees.and costs of investigation;
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AND WHEREAS, Défendant Perrigo Company has represent_ed to the Plaintiff States that
the relief requifed below can and will be made an& that Defendant Perﬁgo Company will later
raisé no claim of hardship or difficulty as grounds for asking the Court to modify any of the
tertns of the relief contained below; |

AND WHEREAS, i’j‘gfendant Perrigo Company, without admitting tilat' it has violated any
provision of féderal or state law, agrees to the entry of this Final Order;

NOW THEREFORE, before any testimony is taken, without trial or adjudication of any
issue of fact or law, and upon consent of the parties, it is

ORDERED, ADJUDGED AND DECREED THAT:

1. Jurisdiction and Venue

A. This Court has jurisdiction over Defendant Perrigo Company (“Perrigo”) and the subject
matter of this action. Perrigo’s activities, including the acts and practices alleged in Plaintiff
States’ ‘Complaint, are in or affecting -commercé;, as “commerce” is defined in 15 U.S.C. §
44, ' '.
B. Venue is proper in this Court under Section 12 of the Clayton Act, 15 U.S.C. § 22 and 28
US.C. §§ 1391(b) and (©).
C. The Complaint §tates a claim upon which relief may be granted against Perrigo pursuant to
the statutes cited therein. |
D. This case is a proper case for the issuance of a permanent injunction. The Plainﬁﬁ States
have authority pursuant to Section 16 of the Clayton Act, 15 U.S.C. § 26 and pus‘iSuant to

state statutes cited in the Complaint to seek the relief requested.
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E. Perrigo waives all tights to appeal or otherwise challenge or contest the validity of this Final

Order.
I1. Definitions

IT IS FURTHER ORDERED, ADJUDGED AND DECREED THAT, as used in this

Final Order:

A.

“Perrigo” means Perrigo Company and its officers, directors, employees, agerts and

representatives, siccessors and assigns; subsidiaries, divisions, groups and affiliates

‘coritrolled by Pétrigb 'Company; and the officers, directors, employees, agents and

~ representatives, successors and assigns of each.

. “180-day Exclusivity Period” means the six month market exclusivity period provided to

the First Filer of an ANDA under 21 U.S.C. § 355()), et sed.

"‘Ag:reement’?'ﬁiéan's? at_lyfhing that would constitute a contract, cotbination, or conspiracy
within the meaning of :Secti(')n' 1 of the Sherman Act, 15US.C.§1, regardless of whethier
such contract, combination, o conspiracy is in restraint of trade.

“Agreement Subject to Notification” means an Agreement in or affechng Cominerce in
which a party to the Agreement agrees to refrain from, or to limit for any penod of time,
thie research, developroént, manufacture, marketing, d15tnbut10n or sale of an ANDA Drug

Product that it Control$ and that is Of The Same Kind as another ANDA Drug Product

- Controiled by ancther party to the Agreement.

“ANDA” means an Abbreviated New Diug Application, as defined under

21 U.S.C.§ 355(), et séq.
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“ANDA Drug Product” means a finished Dosage Form that (1) contains a drug sﬁBStéﬁéé
geierally, but not _neéessaﬁly in association with one or rﬁére other ingrediénts as defined in
21CFR.§3 I4.3(b), and (2) is the subject of an ANDA filed with or approved by the
FDA.

“Comiierce” has the same definition as it has in 15 U.S.C. § 44.

“Commission” means thic Federal Trade Commission,

“Control” means; in ¢onection with an ANDA Drug Product, to (1) exclusively distribute
an ANDA Drug Product, (2) have the rights to an ANDA Drug Product accruirg from the
FDA’s approval of an ANDA, or (3) be in position to obtain such rights if fhe FDA were to
approve an ANDA that has been filed with the FDA. ' "

“Date of the Agreement” means the date the Agreement is executed or otherwise goés into
effect. ' - | : ' :-
“Dosage Form” means a category of drug delivery, including, but not limited to, the |
following categories: (a) tablets, (b) capsules, (c) liquids administered orally, (d) liquids
'a"dxﬁiﬁ'iﬁeﬁé initravehously ot subcutaneously, (€) nasal spéy‘s, (f) transdermal patches, and

| (® 'sup‘posiioi"iés.

“Enter into” means join, participate in, implement, adhere to, maintain, organizé, enfofce, or
facilitate. | _ i

“First Cornmercial Marketing” has the same meanirig it has in 21 C.F.R. §314.107(c)(4).
“Rirst Filer of s ANDA” means the party whom the FDA determines is enﬁtlejé to or
eligible for, uﬁdef 21 U.S.C. § 355()), et seq., aright to a léo-day Exclusivity Period that

has not yét expired.




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

“Liaison Co'unsél for the Plaintiff States” means counsel for the States of Maryland,
Colorado, Ohio, Fioridé and Michigan. | |

“Marketing Type” niéains‘ the following two categories: over-the-counter (“OTC”) and
prescription (“Rx™). For purposes of this Final Order, an ANDA Drug Product is in the OTC
categoty if its ANDA references an NDA for an OTC drug product and is in the Rx category
if its ANDA references an NDA for an Rx drug produet.

“NDA” means a New Diug Application, as deﬁne& under 21 U.S.C. § 355(b).

“Of The Same Kind” means to 1) have the same Dosage Form, 2) contain the same, and
only the same active 'I';hafmaceutical ingredient(s), and 3) be of the saﬁle Mé:_rkéﬁng Type.
“Patent Iﬁﬁiﬁgemént Claimn” means any written allegation of patent infringement, whether
or not included in a complaint filed with a court of law.

“Péfsoné’ me'an_s both natural persons and artificial persons; including, but not lﬁfﬁted_ to,

corporations, unincorporated en'tities; and governments.

“Plaintiff States” meéans the States aﬁd Commonwealthis of Maryland, Colorado, Ohio,
Florida, Michigan, Alabaa, Alaska, Arizona, Arkansas, California, Connecticut, Delaware;
District of Columbia, Georgia, Hawaii, Idaho, Illinois, Indiana, Towa, Kentucky, Louisiana,
Maine, Mé‘ssacﬂnusetts, Mississippi, Montana, Nebraska, Nevada, N_ev’v Harhpshfi're, New
Jersey, New Mexico, New York, North Dakota, Northern Mariana Islands, Oicl;honﬁa,
Oregon, Pennsylvania, Puerto Rico, Rhods Island, South Carolina, South Dakota,
Teﬁ‘iiesse’e, Texas, Utah, Vermont, Virgin Islands, Virginia, Washington, West ‘Virginia,

Wisconsin, and Wyoming.
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| L Monetiry Relief
IT IS FURTHER ORDERED, ADJUDGED AND DECREED THAT, not Jater than
" three (3) days after entry of this Final Order, Perrigo shall pay 1) the sum of $333,333.50 to the
 Plaintiff States 4nd 2) the; sutn of $666,666.50 to the New York Milk Antitrust Litigation Fund
Account (“Milk Fund Account™) under the following térms and conditions:
A.  The payment to the Plaintiff States must be made by wire transfer, certificd check or other
 guaranteed funds made payable to and delivered as directed by the Plaintiff States. Perrigo
Qhall' hﬁw}é 01; retain no dor'niniOn, éontrol or title to the monies transferred to Or :élt the
direction of the Plaintiff States, and said monies shall be used at the sole dlscreflon of
the Attomey General in each Plaintiff State and according to the terims of this Fmal Ordet.
" The Att'om‘ey Genéral in each Plaintiff State may use these funds consistently w1th
S 'hls/her state laws for any of the following purposes 1) payment of mvestlgatwe ‘fees and
costs; 2) antlt:rust or Consumer protecuon law enforcement 3) dep051t into a state antltrust or
Gonsumer protection revolving fund, o_r 4) uSe in accordance with state law.! A11 funds pa1d
fo the Plaintiff States or to the Liaison Counsel for the Pla;inﬁff States pursuant to this Firial
Order Siiall be de'posite& into funds administered by the Plaintiff States or their réi‘écr‘ow agent.
“'B. The payment o the Milk Fund Account must be made by wire transfer, certifiedf check or
other guafante’ed funds made payable to the Milk Fund Account and delivered as directed by
‘the Plaintiff States. Upon entry of this Order, Perrigo re'linquishés all ddmjnion; ?é:‘ontrol and

title to the monies transferred to the Milk Fund Account and agrees that said mofies shall

'With respect to the State of Colorado, its apportionment shall be used first for
reimbursement of Colorado’s actual costs and attorneys fees and second, to be held in trust by the
Attorney General for future consumer education, consumer fraud or antitrust enforcement efforts.
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constitute a contribution to the Milk Fund Account subject to the Amended Order
Distributing Residue of the Parens Patriae Settlement Fund, New York v. Dairylea

Covperative, Inc., 81 Civ. 1891 (S.DN.Y. June 22, 1989).

C. Perrigo shall have no right to challenge the Plaintiff States’ choice of remedies under

Paragraph IIT of this Final Order. Perrigo shall have no right to contest the manner in

“which thie funds are utilized.

B Perrigo twarrants that, as of the date of this Final Order, neither it nor any of its affiliates, is

insolvent, nor will any payment to the Plaintiff States and the Milk Fund Accou"ﬁt render it
or any of its affiliates insolvent, within the meaning of and/or for the putposes of the United
States Banktuptcy que. If a case is commenced with respect to Perrigo or an"'y": of its
affiliates, wndér Title 11 of the United States Code (Bankruptcy), of a trustee, réceiver or
conservator is apﬁointefl under any similé,r law, and in the event of the entry of a final order
of a coutt of éompetént jurisdiction determining the payment of the principal amount of the
‘paﬁnéﬂt' to the PIainﬁff- States or the Milk Fund Account, and any accrued interé‘st or any
portlon thereof by or on behalf of Petrigo or any affiliate of Perrigo, to be a pref‘erence
voidable transfer, fraudulent transfer or similar transaction, and if pursuant to an' order ofa -
court of cbmbet'ent jurisdiction monies paid by Perrigo or any of its affiliates, to the Plaintiff
States or to the Milk Fund Account pursuant to this Final Order either not delivfé’r‘ed or are
retifried to Perngo or any of 1ts affiliates, or the trustee, receiver, or conservator “appointed
by a court in any bankruptcy proceeding with respect to Perrigo or any of its afﬁllates then

this Final Order shall be subject to termination and cancellation. Such termination and

g
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c'aﬁécﬂatioﬁ will be t'he.sole and exclusive remedy of the Plaintiff States for breach of this
warranty. |

E. Inaccordance with 31 US.C. § 7701, Perrigo is hereby required, unless it has done so
already, to furhish to the Plaintiff States its taxpayer identification nurnber, which shall be
used for collecting and reporting on any delinquent amount atising out of Perrigo’s

relationship with the goverriment,

IV. Prohibited Agreements |
IT IS FURTHER ORDERED, ADJUDGED AND DECREED THAT Penig'b is enjoined
“fromn Entermg mto, Ioil' attempting to Enter into, directly or indirectly, or throagh any é’érporate or

B"chér device, any Agreement in or a'ffecting Commerce with any other Petson in which:

A a party to the Aérée‘m‘enf agrees to refrain from, or to limit, for any perio& of time, the
teseatch, déveil;pfne’rit, manufacture, marketing, distribution or sale of an ANDA Drug
Product that it Conitrols and that is Of The Same Kind as another ANDA Drug lféi‘oduct

“Controlled by another party to the Agreement, a"nd | |
'B. 4 party to the Agreement is the First Filer of an ANDA with respect to:
€)) any ANDA Drug Product that is the subject of such Agréement, or
(2) any ANDA Drug Product that is Of The Same Kind as any ANDA Drﬁg Pro'gluc't thatis 2

sﬁ'b‘ject of such Agreement.




PR‘OViﬁf]f)’,’ HOWEVER,THAT for purposes of Paragraph IV only, an ANbA Drug Product

shall not include an ANDA withdrawn from the FDA more than six (6) months priof to the Date of

.‘the Agreethent. |
PROVIDED FURTHER THAT nothmg in Paragraph IV shall prohibit the First Filer of an
ANDA from agreeing to réfrain from marketing, distributing, or selling the ANDA Drug Product
“refétenced by such ANDA (“the First Filer’s ANDA Drug Product”) for a period ;)f time lasﬁng no
* more than 180 days after the First Comimercial Marketing of any ANDA Drug Product Of ’fhe
Same Kind as the Rirst Fﬂé’r% ANDA Drug Product i .

*(1) suchi First Filer 6f an ANDA also agtees to (a) abandon, waive, selectively waive or _reliﬂquish
its léo-d‘a‘j? Eiclusiﬁty P'en"od under sucli ANDA or (b) grant to another pérty to'fﬁe
Agreement the right to eXCluswely distribute such ANDA Drug Product fora perzod of time
1ot to exceed the 180- day Exclusmty Period under such ANDA, and

l"(\'2) Perrigo notifies th'e_ Plaintiff States of such Agreement in accOrdache with Paragraijh V of this
Final Order.

PROVIDED FURTHER THAT nothing in Parégraph IV shall prohibit the resolution of a Patent
h 'Inﬁmgement Claini in which any party to an Agreement resolving such Patent Infringement Claim
:agrees 10 refram from or to limit, for any period of time prior to the explranon of the patent that is
the basis for the Pafént Infringement Claim, such party’s research, deve[opment mamfffacmﬁng,

:f?;'marketmg, dlstnbutlon or sale of an ANDA Drug Product that is the subject of such Patent

‘:‘i ‘Infrmgement Claim if:

“* (1) the amount received by such party (“Receiving Party”) has a value of no more thax:i’ two million

dollars ($2,000,000),

10
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(2) thé total ammount given to Récei%;ingfpaﬁies by each party to the Agreemeit resolving such
| Paterit Ir‘if:ring'.enieht:Ciai'm (“Paj/iﬁg Party™) has a value of no more than the Paying Party’s
expected futire ﬁtigatiéﬂ costs to resolve such Patent hlfrmgemeht Claitn, and
'(3) Petrigo notifies the Pla_intiff States of such settlement in accordarice with I;axagraﬁh V of this
Final Order.’ |
PROVIDED FURTHER THAT, niothing in Paragraph IV shall prohibit Perrigo from Entering
© ifto any Agreement, if stich Agreement is subject to the reporting obligations of Section 7A of the
Clayton Act, 15U.S.C.§18a (“HSR Act™), and Perrigo submits a complete and accurate
Notification Lettcr (as spemﬁed in Paragraph V of this Final Order) and a Not1ﬁcat10n and Report
~ Porm piirsuafit to the HSR, Act for such Agreement. Nothing in this Final Order shall be construed
o relieve Perrigo of ary obligation to comply with the requirements of the HSR Act otr any other
*faw of the U’nttéd States or o;f any Plaintiff State; and any Agreement that violates any law of the
: ;ﬁUmted States o of any Plamtlff State will contmue to be subject to sepa:ra‘oe legal action for

v1olat1on of afiy such law w1thout regard to whether it violates this Final Order.

- V. Agréements Subject to Notification
IT IS FURTHER ORDERED ADJUDGED AND DECREED THAT'
' A | Perngo shall notlfy the PIamtlff Stat&s of each Agreement Sub_] ect to Notlﬁcatlon that

Perrlgo Joms part1c1pates in, 1mplements adheres to, maintains, orgamzes enfoxces or

facilitates at an’y tithe aftet the entry of this Final Order.

11
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“Thé otificition feduiréd by Parkgraph V.A shall'be madé within thirty (30) dayh afier the
entr’y of this Final Order or within five (5) business days after the Agreement Sl.-ibject to -
Notification is executed or othérwise goes into effect, whichever is later. |
The notification required by Paragraph V.A of this Final Order shall be in the form ofa letter
(“Notification Letter”) subthitted to counsel for the Stdte of Maryland, one of the Liaison
Counsel for the Plaixitiff States, no more than five (5) days after éxecuting any :Agreement
coveted by Paragraph IV and containing the following information: ;

(1) the docket number and caption name of this Final Order;

2a stéitér’n’ehf that the purpose of the Notification Letter is to give the Plaintiff %tatesl
notification of an Agreement as frequired hy Paragraph IV this Final Order; ; |

(3) identification of all parties involved in the Agreement;

(4) identification of all ANDA Drug Products involved in the Agreemenf

5) 1dent1ﬁcat10n of all Persons (to the extent known) who have filed an ANDA

with the FDA (1ncludmg the status of such apphcatlon(s) for any ANDA Drug Product Of
The Same Kind as the ANDA Dmg Product(s) involved in the Agreement; .

(6) a copy of the Agreemeht; and v

(7) identification of thé court, and a copy of the docket sheet, for every legal act;gn' that

" involves any party to the Agreement and relates to any ANDA Drug Product Of The Same

Kind as the ANDA Drug Product(s) involved in the Agreement.

Within thirty (30) days of the teceipt of a written request from a Liaison Counéef’for the

Plaintiff States, Perrigo shall submit to the requesting Liaison Counsel for the Plaintiff States

all docutrients which were prepared by or for any officer(s) or director(s) of Perﬂéo for the

12




'purpo"sé of 'e'valﬁatiﬁg'of analyzing the A'g'.reem'cut co-vercd by f’a:agta‘ph VA of this Final
‘Order. Derrigo Shali retain such documents for the full term of this Final Order.
| VI. Noticé and Reporting Requirements
1T 1S FURTHER ORDERED, ADJUDGED AND DECREED THAT Perrigo shall:
File a verified, written fepc)rt with the Plaintiff States setting forth in detail the manner and
form in which it has complied and is complying with the Final Order: (1) within ninety (90)
days from the date this Final Order is entered, (2) anmually thereafter for five (5) years on the -
anhiversary of the date this Fiﬁal Order is entered, and (3) at such other times as the Plaintiff
States tiiay request by written notice. o
* For a petiod of five (5) years from the date this Final Order is entered, maintain and make
available to Plaintiff States for inspection and copying upon. reasonable notice, Técords
sufficient to describe in detail any action taken in connection with the activities covered by
this Final Order. |
Notify the Plaintiff States &t loast thirty (30) days prior to any proposed (1) dissolution of
P'e'rrii"gd,l (2) acquisition, merger of consolidation of Perrigo, or (3) any other cha;‘tige in
' 'Pérﬂgo that may affoet éonipﬁance 'oblligations arising out of this Final Orﬁer, if%gluding but
1ot limited to, assignment or the creation or dissolution of subsidiaries. |
A‘dd"res; each riotice and report required by Paragraph VI this Final Order to:
"Sta_te.of Mar‘yla‘nd" L
Chief, Antitrust Division
200 St. Paul Place
Baltimote, MD 21202

State of Colorado
Chief, Antitrust Division

13
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1525 Shérman St.
Denver, CO 80203

State of Ohio
Chief, Antitrust Section
150 E. Gay Street
Columbus, OH 43215
State of Florida
Director, Aititrust Division
PL-01 The Capitol
Tallahassee, FL 32399.
‘State of Michigan
Assistant in Charge
Special Litigation Division
525 W. Ottawa

*P.O. Box 30755
Lansing, MI 48913

E. Waive any objection to the Plaintiff States’ sharing of information obtained pursuant to this

Final Otder with the Federal Trade Commission and the Commission’s sharing Wlth the
Plaintiff States information obtainéd pursuant to the Commission’s Final Order ‘and

Stipulated Injunction resolving the Commission’s complaint against Perrigo filed on August

" 17, 2004.

VII.. Termination of Final Order

IT IS FURTHER ORDERED, ADJUDGED AND DECREED THAT the Final Order

shall take effect on, and éxpire ten (10) years from the date this Final Otder is entered;

14
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VIIL. Retention of Jurisdiction

IT 1§ FURTHER ORDERED, ADJUDGED AND DECREED THAT the Court retains
Junsdlctlon of thls matter for pmposes of construction, modification and enforcement of this Final
-Order.

IX. Costs

IT IS FURTHER ORDERED, ADJUDGED AND DECREED THAT Perrigo shall pay to

Liais’oﬁ Counsel for the Plaintiff Stafés $248,863.25 in attorneys’ fees and costs of investigating

 this matter.

Dated: Z 5/&% 2004, B

}.@Wm/z,_ e

United States Dlstnct Judge
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