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IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF COLUMBIA

FEDERAL TRADE COMMISSION
600 Pennsylvania Avenue, N.W.
Washmgton D C. 20580

. P1a1nt1ff
:' v.

WARNER CHILCOTT HOLDIN GS.

COMPANY I, LTD.
100 Enterprise Drive
Rockaway, N.J. 07866-2129 -

WARNER CHILCOTT CORPORATION
100 Enterprise Drive
Rockaway, N J 07866—2129 '

- WARNER CHILCOTT (US) IN’C

- 100 Enterprise Drive ‘
- Rockaway, N. .I 07866-2129

'WARNER CHILCOTT COMPANY, INC.

 Union Street, Km. 1.1
.. Fajardo, Puerto Rico 00738

Defendants. |

* FINAL ORDER AND STIPULATED PERMANENT'INJUNCTION

—

Civil Action No. 1:05-cv-021 79CKK ,

" WHEREAS Plaxnﬁﬁ' Federal Trade Comm1ss1on (“Comrmssmn”) ﬁled 11:s Flrsi Amended

Cornplamt on December 5, 2005 pfursuant to Section 13(b) of the Federal Trade Comrnséi_on’ -

of Sectlon 5 ofthe FTC Act, 15 U S C § 45;

AN D_. WHEREAS, i in conjunct}_on W1th the filing of this Fmal Order and Sﬁpuiat

Act (“FTC Act”) 15 US.C. § 53(b) seekmg 1nJunct1ve and other equltable relief for v101aﬁ"0n's -

d .

Y]

Permanent Injunction (“Final Order”), Plaintiff and Warner Chilcott Holdings Company TiL, Ltd.,

Fi—

21508

CV-2179-CKK



o -Pmal Order pendmg 1’ts approval by the Court;
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: .:Warner Ch11c0tt COI‘pOI'atIOIl Warner ChrIcott (US) Inc., and Wamer Chﬂcott Company, Inc
2 (collectwely “Warner Chﬂcott ) by therr respectlve attorneys have stlpulated and agreed to
| entry by the Court of th1s Final Order without tnal or adjudmatron of any issue of fact or law
| AND WHEREAS thls Final Order is entered for settlement purposes only and does not B

S 'constrtute any evrdence against, or an adrmssmn of habrhty, Wrongdomg, or of any 1ssue of fact,
' " ‘.|

~other than _]Lulsdretlonal or law, by Defend'ant Warner Chrleott'

!
AND WHEREAS Defendant Wamner Chrleott agrees to be bound by the prov151ons of this

I
AN D WHEREAS ‘Defendant Warner Chilcott has wa:ved the exclusrvrty provrsmns of the

-agreements challen_ged in the Complarnt 'and ﬂus Final Order, as descrrbed herern, reqlr_lres

Defendant Warner Chilcott to refraint from entering into similar ag_reemerits in the future; -

I . - ! . i
1 ) . . i

AND WHEREAS ﬁefendént Wérner'Chﬂcett has represented to the Pl_aﬁltiﬁ‘ th’at the D
e rehef reqmred beiow can and will be made and that Defendant Warner Chlleott will later raise no’

SEN . clarm of hardship or drfﬁeulty as grounds for asking the Court to modlfy any of the terms of the

S relief contalned-_below, ! )
| AND WHEREAS, Defendant Wamer Chilcott, without admitting that it has viol‘ated

| y Section. 5 of the FTC Act, 15 U S C. & 45, agrees to the entry of this Final Order under’ Sectlon 7.
o 13(b) of the FTC Act;
- NOW THEREFORE before any tesﬁmony is taken wrthout trral or ad_]udlcatron of any |
E issue of fact or.law, and _upon consent' of t_he partres, it is 7

ORDERED, ADJUDGED AND DECREED THAT:
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L Jurisdiction and Yenue_ |
A This Cott has jurisdiction over Warner Chiloott and the subject matter of this ation,
: Wai'ner Chﬂcotts activities, i_noluding the acts and praetiees' 'all.'eged. n Plaintiff s |
:Contpl_a.int,".are.-in or affecting commerce, as ‘fCOnlmefce” -ts-'deﬁned' 1n Seetion 4of the
' FICAet, 15USC §44, ”
| B -~ Veénueis proper in thzs Court under Sections 5 and 13(b) of the FTC Act, 15 U S C.
§§ 45, 5 3(b) Warner Chﬂcott transacts and does busmess in the Dtstnct of Cotumblo
| C. ‘The Complamt states a claim’ upon Whlch refief may be granted avatnst Wa:mer Chﬂcott :
| ‘-_under Sectlons 5 and }3(b) of the FTC Act, 15 US.C. 58 45,53(0). .
D | Thls case isa proper case for the 1ssuance of a permanent mjunctlon pursuant to Sectlon -.
. 13(b) of the FTC: Act,15US.C. § 53(b) The Comnnssmn has authonty pursuant to
Sect1on 13(b) of the FTC Act; 15 U.s. C § 53(b) to seek the rehef it has requested
B E - Warner Chllcott waives all nghts fo appeal or otherwise challenoe or contest the validity
| 'of thls Final Order, and Warner Chilcott waives any cla:tm under the Equal Aceess to |
- qusuqe Act28USC§2412. = | f

F. .Entxy:o_fthjs order is in the public interest. e . N

I | Deﬁnitions |
ITIS FURTHER ORDERED, ADJUDGED AND DECREED TI—IAT as us%:d in th1s
| '_._.:__lFmaIOrder a |
| A “Wamer Chllcott ‘means Wamer Chilcott Holdlngs CompanyEI, Ltd., Wamerlcmlcott . :

Comoratlorg Wamer Chllcott (US) Inc., Wamer Chtlcott Company, Inc., and 1ts ofﬁcers .-
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d drrectors employees acrents and repreeentatlves sﬁccessors and. asm crns subetdranes
: letSlOl’lS 01'0.1,1pst and. afﬁhates controlledrby Warner Chﬂcott and the oﬁ'lcers d1rectors
: employees, agen‘ts and repre'sentatlve_s, SUCCESSOTLS, a_nd aSsi'gns of eaeh.

- ""‘Agreem ent” rlreane enything' that would constitute a contract, combination, or teonspiraej
.Wit_}rin the meaning of Sectrorl"l of the Sherrrtan Act, 15 U.S.:C; .§ 1, regardless_ of 'whether
'su.eh contract, 'eombination or'conspiracy isin restratnt of trade. !
ANDA” means an Abbrevzated New Drug Appllcatlon as defined under

- 21 Us. C § 355(]) erseq

ANDA Ftler means the party toa BrandedfGenenc Supply Agreement ora

-Branded/ Generic Agreement who Controls the generic version of the Subject Dmg

:Product
“Branded/Geﬁeﬁc Agreement means any Agreement inor affectmg Commercc';, other

 thana Supply Agreement in Wthh a party is the NDA Holder and another party is the o
. ) . !

' :'ANDA Filer.
“Branded/Genenc Supply Agreement” means any Supply Agreement i in or affecl,tmo :

'Commerce m thh a pa:rty is the NDA Holder and another party is the ANDA &‘ﬂer

_ |
“Commerce has the same deﬁmtwn as it has in 15 U S.C. § 44. E

“Com__mission”.means the Federal Trade Commission.

“Control_” means, in connection with a-Drug Product to (1) exclusively distribute the

. Drug Product or (2) have the rights to the Drug Product that have accrued or would

accrue. from the FDA’S approval of an NDA or ANDA o ' i
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“Drug iJrOduCt” means a ﬁnish'ed dosage t‘o’rm ‘(é | , tablet. -capsuie or squtlon) as’
: “l*deﬁned m 21 C. F R § 314.3(b), that contams a drug substance generaﬂy, but not
'necessarrly, in association wrth one or more other 1ngred1ents |
L “Encouragmg means suggesung, advrsrng, pressunng, mducmg, attemptmg o mduce
| promptmg, or othemlse mﬂuencmg o
“Enter Into” and “Entering Into” means join, participate m, _'impiement;':adhere to,

maintain, orga.nize' enforce, or facilitate :

“Exrstmg Inventory’ means Reguiar Ovcon n ﬁmshed packacung ready for sale to trade o

_ customers that has more than nine months left to exptratlon and: that is located m

o 'Delaware as of the date of entry of thrs Final Order

| “FDA” means the Umted States' Food and Drug Adnnmstratron _ '

. ‘NDA” means a New Drug Apphcatron as deﬁned under 21 U S C § 355(b) et seq

‘NDA Holder’ means the party toa Branded/Genenc Agreement or Branded/Genenc

g Supply Agreement that Controls the branded versron of the Sub] ect Drug Product

‘fj “Person” means both natural persons and artlﬁcral persons, -1nclud1ng,.but notlrlmrted 10,

corjaorations .urlincorporated entities and g'overnrnents - . .
“Regular Oveon” means all Drug Products marketed or. sold by Warner Chrlcott as -
‘Oveon:35 under NDA 17-716 or ANDA 76-238, | 1

“Subj ect Dru g Product” means a Drug Product 1nvolved n the Branded/ Genentlz
_ Agreement or the Branded/Genenc Supply Agreement !'

: “Sup_p}y Agreement  means an'Agreement under which one party purChases a ]jrug

Product from another party for ultimate resale in the United States.




e distribution or sale of a ge_nenc version of a Subject Drug Product.
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- TIL Pl‘Ohlblted Supply Agreements
ITIS FURTHER ORDERED AD.TU DGED AND DECREED THAT Until the
: explratron of this Fmal Order as pl‘OVIded n Paragraph VI, Wamer Chrlcott is enjomed from-
Entermg Tnto, or attemptmg to Enter Into dlrectly or indirectly, or through any corporate or other
devree any Branded/Generlc Supply Agreement where an ANDA Fﬂer agrees to reﬁam from, or

' _ to limit, for any perlod of time, the research, development ma:nufaetunng marketmg,

: IV Other Prohibited Agreemeuts _ ;
. |

IT IS FURTHER ORDERED ADJU DGED AND DECREED THAT: Untﬂ the
explratron of this Fmal Order as prov1ded n Paragraph VHI Warner Chﬂcott is en}om|ed from
: | ‘Entermg Into or attemptmg to Enter Into dlrectly or mdlrectly, or through any corpora"tte or other
' devrce,_ any Branded-/Gen__enc Agreement where._- o - e ‘ | |
A " The NDA Ho-lder prm}ides ,anything_ofva.lue'to fhe ANDA Filer, I
B -'T;he‘ANDA; Fﬂ_er refreihs from, or 1imrts -'for any period of tirne the-resea?reh o

" development manufactunng, ma:rkehng, distribution or sale of a Uenenc versmn of the

Subject Drug Product and

- C. Such Branded/_Genenc Agreement unreasonably restrains oonrp'etition.
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V Agreements Subject to Notmficatmn

TIT IS FURTHER ORDERED ADJUDGED AN]) DECREED THAT

shall prov1c1e notice to the Comnnssmn of (1) any Branded/ Generic Agreement, or (n) any'

Until the explratlon of thlS Flnal Order as prowded mn Paragraph VH Warner Chﬂcott L o

B | Branded/Genenc Supply Agreement that is not proh1b1ted pu:rsuant to Paraoraph BI

"(“Ag:reernents SubJect to Notification™). o - '_ SR

The notIﬂcatlon reqmred by Paragraph V.A. shall be made w1thln the later of: (1) thlrty

(30) days aﬂer the entry of this Final Order or (i1) Wlﬂl’ll’l ﬁve (5) bus:ness days| after the

Agreement Subj ect to Not1ﬁcat10n 18 executed or. Othel’WISC goes mto effect

The notlﬁcatlon requned by Paragraph V.A. of this Final Order shaﬂ be in the form ofa -

; Ietter (“Notlﬁcatlon Letter ) subnntted to the Comtnlssmn contammg the followmg

Jnfor_matlon: :

1.

: Drug Product mvolved mn the Aj greement SubJ ect to Notlﬁcanon and

a statement that the purpose of the Notlﬁcatlon Letter is to glve the Comxmssmn 7

- nonﬁcatlon ofan Agreement Subj ect to Nonﬁcatmn as requlred by Pax:'agraph \2

ofthlsFlnaJOIder_ S ST

- 1dent1ﬁcat1on of all Persons mvolved in the Agreement Subject to Notlﬁcatlon

1dent1ﬁcat10n of all Persons (to the extent known) Who have ﬁIed an AN'DA with

‘the FDA (mcludlng the status of such apphcatlon(s)) for a genenc versi on ot‘ the

| a copy of'the Agreement Subject to Not1ficatlon or Wntten descnptlons of any

Agreement that has not been reduced to writing.

P —
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D

1T IS FURTHER ORDERED ADJUDGED AND DECREED THAT: Wamer Chllcott 18’
I ;'en_]omed from o

_untll the explratlon of t]:us F1na1 Order as provrded.m'Paragraph VIII‘

. penod of three (3) months f'rom the date this Final Order is entered

~ ensure patient safety; and -

The Nouﬁcatlon Letters to be subnutted pursuant to Paragraph V.A. of ﬂ’llS Fmal Order

' ‘shall be subm1tted to'the Office of the Secretarv Federal Trade Commrssron 600
‘ Pennsylvanra_Avenue, NW, Washlngton, DC _20580, and copies of such lettersi and
o documents shall .be subnritted to.the Ass‘istant Director 'f.or Compliance, -Bureatérof
..Competztton Federal Trade Comm1ssron 600 Pennsy]vama Avenue NW Washlngton
- DC 20580 and to the Assrstant Director for Health Care Services a:ud Products Bureau
of Competltlons_F ederal ‘Trade Commission, 600 Pennsylvania Avenue, NW, - !

 Washington, DC20580.  * - LR

VI Other Prohlblted Conduct
t

DeIetIng the Natronal Drug Code for Regular Ovcon frorn the Natlonal Drug Dlata Flle

o

| i

Destroymg Ex1st1ng Inventory of Regular Ovcon, or Eneouragmg others to do so for a
: |

|

| ‘Buylng back offenng to buy back, or otherwise inducing the return of Reﬂuiarr Ovcon

|

that has been d;st_nb_ut_ed to retailers, Wholesale_rs? or other customers for a period of three

" (3) months from the date this Final Order is entered, exeei)t in the case of recall!'s;made to

Faﬂing to fill orders from retailers, Whoies_alers, or other customers for ‘Regular!"OVeon in

" a commercially reasonable and timely manner from Warner Chilcotf’s Existing Inventory
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Chllcott shall:

'A.

" of Regular Oveon for a period of three (3) months from the date this Final Order is

* entered.

VII. ‘Notice and Reportmg Reqmrements

IT IS FURTHER ORDERED ADJUDGED AND DECREED THAT Wamer

Fﬂe a verified, wntten report with the Comm1ss1on settmg forth in detaﬂ the mzlﬂmer and
o

form in Wthh it has complled and is complymg with this Fmal Order: (1) Wlthin mnety

(90) days from the date thrs Fmai Order is entered (2) a:nnua]ly thereafter for ﬁve (5)

as the Comrmssron m’ay request by written notice. it

B ava;llable to Commrssmn staff for inspection and copymg upon reasonable nouc ¢, records

: .
. by this Final Order

~at Ieast th_lrty (30) days pnor to a.ny proposed (1) dlssolutron of Warner Chﬂcott (2)
' acqmsrtron merger or consolidation of Wamer Chrlcott or (3) any other ehang e in’

Warner Chrlco_tt jrhat may affect comphance.obllgatlons" arising out of thrs' Final "Order,— -

* including but not limited to assignment or the creation or dissolution of subsidiaties.

of the Secretary, Federal Trade CornmiSsiQn, 600 Penneylvania Averru-e; NW, ! '

-years on the anmver_sary of the date this Final Order 1s entered, and (3)at 'such"ether times

" For a perrod of ﬂve (5) years from the date this Final Order is entered mamta:m and rnake

* Address each niotice and report required by Paragraph VII of the Final Order to the Office -

| -sufficient 10 describe in detail any action taken'in:connect_ioh with the activitiesl"c'b\kered_ G

Until explrahon of this Final Order as prov1ded n Paragraph VIH notlfy the Connnjseiorl- o

TSt

T R i
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Washmgton DC 20580 and send a copy of each such notice and report fo the Assmtant N
Drrector for Comphance Bureau of Competrtlon Federal Trade Commission, 600 |

- _Penn'sylvama Avenue, NW, -Wasmngton,_ DC20580.

CVIIL "Te'rmiﬁation of Final Order"
IT I8 FURTHER ORDERED ADJUDGED AND DECREED THAT: ThlS Final

) Order shall take effect on, and explre ten (IO) years from the date th1s Fmal Order 18 entered
|
'|
CIX Retentlon of Jurlsdlctlon |
AT IS FURTHER ORDERED ADJUDGED AND DECREED TI—IAT. Thc'r Court

"retams _]uI‘lSdlC‘thIl of thls matter for purposes of constructlon, modlﬁcatron and enforcement of s

E 'l_thjs‘F_inal Order._ . |
| |

X. Costs
IT IS FURTHER ORDERED, ADJUDGED AND DECREED THAT: Esch party

B Shall bear its own costs of this action. .

Entered this_ A3 o of Ot . 2006

- Colleen Kollar;Ktelly - %

' ‘U.S. District Judge

10 | S



