~ UNITED STATES OF AMERICA
BEFORE FEDERAL TRADE COMMISSION

In the Matter of
SCHERING-PLOUGH CORPORA'TION, Docket No. 9297
a corporation, :
' } AGREEMENT CONTAINING
UPSHER-SMITH LABORATORIES, INL,, CONSENT ORDER
a corporation,
and

AMERICAN HOME PRODUCTS
CORPORATION,

a Corporation.

The Agreeweent herein, by and between Amcerican Home Products Comporation
- ("Responlent AHP™), by its duly suthonized officer and its attorney, and coimsel for the Federal
- Trade Commission, is entered into tn accordamce with the Commission’s Rules goveming
consent order procecdures. In accordance thercwith, the parties herelyy apree that:

1. Respondent Ametican Home Products Corporatien is a corporation organized,
exisling, and domig business under and by virtve of the Laws of the State of
Delaware, with its office and principal place of business located at Five Giralda
Fagms, Madison, New Jersey.

2, Respondent AHP has been served with a copy of the complaint issucd by the
Federal Trade Commission charging it with violations of Section 5(a) of the
Federal Trade Commission Act, and has filed an answer to the complaint denying

said charges.

3. Respondent AHP admits all the jurisdictional facts relating to jt set forth in the
- complamt.



Respondent AHP waives:
{a) any Tarther procedural steps;

(b}  the requirement that the Cornmission's Deciston and Order (“Decision and
Ouder™), here atfached and made 2 parl hereof, contains a statement of
tingdings of fact and conchusions of Law;

(cy  ailrights to seek judicia! review or olherwise to chailenge or coniest the
validity of the Order entered pursuant to this Consent Agreement; and

(d) any claim under the Equal Access to Justice Act.

This Consent Agreement shail not become part of the public Tecord of the
procceding imless and until it is accepted by the Comumission. If this Clonsent
Agreement is accepted by the Commission, it will be placed on the public record
for a period of thirtty (30) days and mformation in respect thereto publicly
released. The Cenunission thercaftcr may either withdraw its acceptance of this
Consent Agrecment and so notify Respondent AHP, in which event it will take
such action as it may consider appropriate, or issue and serve iis decision in
disposition of the proceeding.

This Consent Apreement is for setflernent porposes only and doss not constitute
an admigsion by Respondent AHP that the law has been violated as alleped in the
Complaint, or that the facts as alleged i the Complaint, other than jurisdiclional
furls, arc browe. '

This Consent Agreement contemplates that, if it is accepted by the Commission,
- and 1f such acceplance 13 not subsequently withdrawn by the Commission
purshant to the provisions of Comvmission Rule 3.25¢(f), 16 C.F R, § 3.25 (D, the
Commission may, withont farther notice to Respondent AHD, ¢1) issue the
attached Decision and Order to cease and desist in disposition of the proceading,
and {2) make information public in respect thereto. When final, the Qrder witl
have the same force and effect and may be aitered, modificd or set aside in the
same manner and within the same time provided by statute for Conrmmission
orders. The Order shall become final upon service. Delivery of the Decision and
Order to Respondent AHP’s Counsel by any means specified in Comuussior Rule
4.4(a), 16 CF.R. § 4£.4{a), shall constitnte service. Respondent AHP waives any
right it may have to any cther manner of scrvice. The Complaint may be used in
construing the teems of the Order, and no agreement, anderstanding,
representation, or interpretation not contatned in the Decision and Order or the
Consent Agresment may be used to vary or confradict the terms of the Decision

and CQrder.



By steming this Consent Agreement, Respondent AHP represenis and warranis
that it can accomplish the firll relief contemplated by this Consent Agreement, and
that all parcnts, subsidiarics, affiliates, and sueccssors ncecssary to cffectuate the
fuil relief contemmmlated by this Consent Agreement are bound thereby as #f they
had signed this Coneent Agrcement and were made parties to this proceeding and

to the Decision and Order.

Respondent AHP has read the Complaint and Decision and Order contemplated
hereby. Respondent AHP understands that once the Decision and Order has been
issued, it will be required to file one or more compliance reports showing that it
has folly complied with the Decision and Order. Respondent AlIP agrecs to
comply with the terms of the proposed order fiom the date it zigns this Consent
Agrecment. Respondent AHP further understends that it may be iiable for crvat
penalties in the amount provided by taw for each violation of the Decision amd
Order afier the Decision and Order becomes final.
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UNITED STATES OF AMERICA
BEFORE FEDERAL TRADE COMMISSION

COMMISSIONERS:

Timothy . Muris, Chairman
Shela [i, Anthony

Mozelle W, Thompson
Cirson; Swindie

Thomas B. Leary

I the Maticr of

SCHERING-PLOUGH CORPORATION, Docket No. 9297

a corporation,
DECTSION AND CRDER

UPSHER-SMITH LABORATORIES, INC.
a corporation,

and
AMERICAN FIOME PROTHICTS
CORPORATION,

a eorporation.

The Federal Trade Commission (“Commission") having herctofore 1zsued its complaint
charging that it had reason to believe that certain acts and practices of Schering-Plough
Corporation {"Respondent Schering”), Upsher-Smith Laboratories, Inc. (*Respondent Elpsher™),
and American Home Products Corporation ("Respondent AHP"} may have violated Section 5 of
ithe Faderal Trade Commission Acl, apd Respondents having been served with a copy of that
comnplaint, together writh 2 notice of contemplaled reltef, and Respondents having filed answers
denymg sard charges. '

Respondent AHP and ¢ounse! for the Comunission having thercafter executed an
Agreement Contaiming Consent Order; an adrission by Respondent AHP of the jurisdictional
facts relating to Respondent AHP get fosth in the aforesaid eomplaint; a denial of 2l other
allegations; a stztement that the signing of said agreement is for settlernent purposes vnly and
dors nol consttute an sdmission by Respondent AHP than the law has been violated as alleged in
such commplaimnt ot Lhat any allegation of the complaint 15 ime, other than the jurisdictional factg
Telating to Respondent AHP; and waivers and other provisions as required by the Comimission's
. Rules; and



The Secretary of the Commission having thereafier withdrawn this matter from
adjndication in accordance with § 3.25(¢) of its Rules: and

The Conmunission having thereafter considered the matter and having therenpon accepted
the executed consent agreement and placed such agreement en the public record for a peried of
thirty (30) deys, now in farther conformity with the procedure prescribed in § 3.25(1) of its Rules,
the Comimission hercby makes the following jurisdictional findings and enters the following

order:

1. American Home Products Comporation is a corporation organized, existing, and
doing business under and by virtue of the laws of the State of Delaware, with its office and
principal place of business located af Five Giralda Farms, Madison, Now Jerscy.

2. The Federal Trade Cormmission has jurisdiction of the subject matter of this
procecding and of Rezpondent American Home Products Corporation, and the Commission has
determined that this procesding is in the public infercat.

ORDER

I

IT IS ORDLERED that for the purposes of this order, the followmg delinilions
shall apply:

A “Respondent AHP” means American Home Products Corporation, its directors,
officers, ermployees, apents and representatives, predecessors, successors, and assipns; s
subsidiaries {including ESI Lederle), divisions, groups, and affiliates controlled by Amencan
Home Products Corporation, and the respective directors, officers, employecs, agonts and
representatives, successors, and assigns of each.

B. *Commission” wieans the Federal Trade Commission.

) C. *180-day Exclusivity Period” means the peniod of time established by Section
S505(N(5)B)(iv) of the Federal Food, Drog, and Cosmetic Act (21 TL5.C. § 355(j) et 5eq.).

D. “"Agrcement” mcans anything that would constitute an agreement ander Section 1
of the Sherman Act or Section 5 of the Federal Trade Commission Act. “Agreement” inchrdes
all agreements related to reselving a Patent Infingement Clam.

E. "ANDA" means an Abbreviated New Drug Appheation, as defined uneder 2]
11.8.C. § 3533(]) et seq.

E. “ANDA Filer” means a party who has filed an ANDA,



G “ANDA Firsl Filer” means (he parly who (he FDA determines 1s snd reomnaing
entitled to, or ehgible for, a 180-day Exclusivity Period that has not vet commenced mmning or
cxpired, so long as that status 13 known, or would be known through the cxercise of reasonable
due diligence, to Respendent AITP at the time of the Agreement.

H. “ANDA Product” means the product to be manufzciured under the ANDA that is
the subjcct of the Patent Infringement Claim,

L “Dig Product” means a fmished dosage [orm {e. g, leblet, capsule, or selution)
that contains a drug snbstance, generally, but not necessartly, n associgtion with one or more
olher ingredicnts, as defined in 21 CF.R. § 314.3(b).

I *FDA" means the United States Food and Dirug Admmstraiion.

K “NDA" means 2 New Drug Application, as defined under 21 TLS.C. § 355(b) 2t
Fe.

_ L. "NDA Holder” means: (1) the party that received FDA approvai to market a D

Product pursuant to an NDA, (2} a party owmng or controliing cnforcement of the patent{s) listed
-in the Approved Drug Products Wilh Therapeutic Equivalence Evaluations (commonly known as
the "FDA Orange Book") in commecton with the NDA, or (3) the predecessors, subsihianes, -
divisions, groups and affiliatcs controlled by, contrelling, or under common control with any of
the entitics described in subparagraphs {1) and {2) above (such control to be presumed by dircet
or indirect share ownership ot 50% or greater), as well as the licensecs, liccnsors, successors and
assigns of each of the foregoing.

M. "Patent Infringement” means infnngement of any patent or of any filed patent
application, ¢xtension, reissue, renewal, division, conlinuation, conlinuation in part,
reexamination, patent term restoration, patents of addition and extcnsions thereof.

Q. “Patent Infringement Claint” means any allegation, whether or not ingluded to a
complaint filed with a court of law, that an ANDA or ANDA Product may infringe any patent
held by, or exclusively licensed te, the NDA Holder of the Reference Dinug Product,

P “Person” means both nataral persons and artificial persons, meludmg, but not
hmted to, corporations, unmcorporated entitics, and govermments.

Q. *Reference Drug Product” means the Drug Product 1dentified by the ANDA Filer
as the Drug Produci upon which the ANDA Frier bases tts ANDA.



1L

IT 1S FURTHER ORDERED (lral, in any msiance where Respondent ARP makes or is
subject to 4 Patent Infringement Claim in which Respondent AHP is erther the NDA Holder or
the ANIJA Filer, Respondent AHP shall cease and desist, eather directly or indirectly, in
connection with the sale of Brug Products in or affecting commerce, 2s "commerce” is defined in
Section 4 of the Federal Trade Comimssion Act, 15 11.S.(C. § 44, from being a party to any
Agreement 1 which (2) the parties resolve the Patent Infnngement Claim, (b) the NDA Holder
provides (i} anything of vahie to the ANDHA First Filer or (ii) anything of value (other than 2
license to manufactors the ANDA Product) te any ANDA Filer other than the ANDA First Filer,
ard {c) the ANDA Filer agrees to refmin from selhing the Drug Product at issue, or any Dng
Broduct contaiming the same active chenncal ingredient as the Druyg Product at issue, for any

period of thine.

Notwithstanding the above, however, such an Agreement 15 permissible when entered into in
conjunction with a joint stipulation between the partics that the court may enter a permanent
imjunction, if:

(1) together with the stipulation for a permanent injunction, Respondent AHEP provides
the court the proposed Agrecment, as well a3 a copy of the Commizsion’s complatni,
order, and Analysis to Aid Public Coptment in this matter (which provision may be made
to the conrt in camera or pursuant ko any confideniiality order in place in the case);

{2) Respondent AHT has provided Notificaiion, as desenbed in Maragraph V below, to the
Commission at least thirty (30) days prior to submitting the stipulation to the cowrt for 2
permanent injunction;

(3) Respondent AHP does not oppose any effort by the Commission to participate, in any
capacity perrmitted by the court, i the court’s consideration of any stpulation for
permanent injunction (with the Commission giving consideration te participating in such
procceding in the cvent the Commuission determines that such participation will expedite
the conrt's consideration of said stipulatcd permanent mjumction); and

(4) the court issues an order and the partics’ Agreement conforms to said order or the
Commission detcrmines, at the request of Respondent AHP, that cntering into the
stipnlation and Agreement would not raise issues under Section 5 of the Federzl Trade
Commission Act. Nothing in Paragraph [I zshall be interpreted to prohihit or restrict the
right of Respondent AHP to seek relief from the court, without notice 1o the Commission,
including, but not limited to, applying for permanent injunctive relief or seeking to
extend, or reduce, the 30-month stay pursnant to 21 U.S.C. § 355()(5HB)(ii1).



I

IT I5 FUURTHER ORDERED that, m atty mstance where Respondent AHP makes or is
subject to a Patent Infingement Clann in which Respondent AHP is sither the NDA Holder or
the ANDA Filer, Respondent AHP shail cease and degist, etther directly or indirectly, in
connection with the sale of Drug Products in or affeciing commerce, as “commerce” is defined in
Sechion 4 of the Federal Trade Commissien Act, 15 (1.5.C. § 44, [fom bemg a party lo any
Agreement m which the ANDA Filer agrees to refrain from researching, developmg,
manufactunng, marketing, or sefling any Drug Product that

(1} conld be approved for sale by the FDA pursuant to an ANDA and

(2) iz netther the subject of any writlen claim of Patent Infringement ner supported by
a good faith opimion of counsel (the privileged nature of which shali be respected
amd remain protected) that the Doug Product woulil be the subject of such a claim
1f disclosed to the NDA Holder.

IV.

IT IS FURTHER ORDERED that, in any instance where Respondent AITP 15 a party to
ap action involving a Patent Infringement Claim in which it is either the NDA Holder or the
ANDA tijler, it shall cease and desist, either directly or indirect]y, m connection with the sale of
Drug Products in or affecting conumnerce, as "coummerce” is defined in Section 4 of the Federal
Trade Commission Act, 15 U.8.C. § 44, from being a party to any Agrecment in which {z) the
parites do not agree to dismss the Patent Infringement Claim, (b) the NDA Holder provides
anything of value to the ANDA Filer, and (c) the ANDA Tiler aprees to refrain during part or all
of the course of the litigation from selling the Drug Product at izzue, or any Dmg Product
confwning the same active chemical ingredient as the Drug Produoct at igsue.

Notwithstanding the above, however, such m Agreement 18 pezrmissible when entered into in
comunchion with a jeint stipulation between the partics that the court may enter a prelimunary
injunction pursuant to Rule 65 of the Federal Rules of Civil Procedure, if;

(1) topether with the stipulation for a preliminary injuncition, Respondent AHP provides
the court the proposed Agrcement, as well as a copy of the Commission’s complaint,
order, and Analysis to Aid Public Comment in this maticy {which provision may be made
to the court in camera or pursuant to any confidentialicy eider in place in the case);

(2) Respondent AHP has provided Notification, as described in Paragraph V below, to the
Commission at least thirty (30) days prior to submitting to the court the stipulation for a

pretiminary tnjunction;



(3} Respondonl AHP docs not oppose any offort by the Commission te participate, in any
capacity permitted by the court, in the court’s consideration of any such action tor
preliminary relief (with the Commission giving consideration to participating in such
procecding in the event the Commission dstermines that such pariicipation will expedite
the court’s comzideration of said preliminary injunction motion); and

(4) the court issues an order and the partiss’ agreement conforms to said order or the
Commnussion determines, at the request of Respondent AHP, that entering into the
stipulation during the pendency of the Patent Infringement action would nof raise issues
nnder Scction § of the Federal Trade Commizsion Act. Nothing in Paragraph I'V shall be
interpreted to prohibit ov restrict the right of Respondent AHP to seek relief from the
court, wilthout notice to the Commmission, including, but not limited to, applying for
preliminary ijonctive relief or seeking te extend, or reduce, the 30-month stay pursiant
to 21 T1.8.C. § 3550 5)(B)(1i1).

W,

The Notification required by Parauraphs IE and {V shali be fited with the Secrefary of the
Comprission and shall mclude the following mformation, to the extent known and nol subject to
any legaily recognized privilege or immunity: (1) identification of the partics involved in the
Agresment; (2) identification of all Drug Preduets involved in the Agrecment; (3) identification
of all persons known by Respondent AHP to have [tled an ANDA with the FDA (including the
status of such apphication) lor any Drug Product containing the same chemical entity(ies) as the
g Prochuct(s) involved in the Agreement; {4) a copy of the proposed Agreement; (5)
identification of the court, and a copy of the docket sheet, for any lepal action, excluding product
hability actions, that involves ellher party to-the Agreement and rclaies to any Drug Produci{s)
containing the same chemical entity(ies) involved in the Apreement; and (6) all documents that
were prepared by or [or any officer(s) or dircctor(s) of Respondert AHP for the purpose of
evaluating or anaiyzing the Agresment.

VI

IT IS FURTHER ORDERED that Respondent AHP shall file a ven fed writien report
within sixty (60} days after the date this order is 1ssncd, annnally thercafter for five (5) years on
the amniversary of the date this order is 1ssued, and at snch othor times as the Commission may
by wnitten notice require, settirg forth 1 detail the manner and form in which Respondent AHP
intends to comply, is complying, and has complied with this order. Respondent AHP shall
include in its compliance reports, among other things that are required from time o time, 2 full
descziption of the efforts bemg made to comply with this order.



VII.

IT I5 FURTHER, ORIDERED that Respondent AHP shall potify the Commission at least
thirty {30) days prior to any proposed change in Respondent AHP such as dissolution,
assigninent, sale resulting in the emergence of a snccessor corporation, the creation or dissolution
of subsidiaries or any other change in Respondent AITP that may affect compliance obligations
arising out of this order.

Vo,

1T IS FURTHER ORIDERED that, for the purpose of deferminiing or scenring compliance
with this order and subject to any legally recogmized privilege or immunity, and vpon written
request with reasonable notice to Respondent AHP, Respondent AHP shall penmit any duly
anthorized representative of the Commission:

A. Access, during office hours and in the presence of counsel, to all facilities, and to
inspect and copy all books, ledgers, accounts, corvespondence, memoranda,
calendars, and other records and documents in its possession or under ils confrol
relating to comphance with this order; and

E. To intervicew officers, directors, cmplovecs, agents, and other representatives of
Respondent AHP, who may have counsel present, regarding such compiiance
ISRUES.

X

IT Is FURTHEE OFDERID that this order shall terminate ten (10} years Irom the date
this order becomes final.

By the Comrmuission.
Donaid 8. Clark
Secretary
SEAL

ISSUED:






ANALYSIS TO AID PUBLIC COMMENT

The: Federal Trade Cormrmission has accepted for public comment an aprecmeoent and
proposcd congent order with Amcrican Home Products Corporation. The proposcd consent order
would seltle charges (hat AHFP anlawiully agreed with Schering-Plough Corperation fo delay
salling iis gencne version of Schering™s E-Dur 20, in exchange {or payments from Schering. The
proposed consent order has been placed on the public record for 30 days to receive comments by
interested persons. The proposed consent order has been cntered mnto {or seftlement purposcs
only and does nol consiilule an admission by AHP that it violaled the law or that the facls alleped
1n the complaini, viher than the yurisdietional facts, are truc. In July 2001, AHP advised its
customors that it mtends te phase out 118 oral gonenc diter product ling,

Backeround

Schering develops and markets brand name and peneric drigs, as well as over-the-counter
health care and animal care products. Schering manufactures and markets ap extended-release
inicro-¢ncapsulated potassium chloride product, K-Dur 20. K-Drr 20, marketed as a brand name
g, has sales over $200 milkion per year. K-Dur 20 is used to ireat patients who suffer from
insufficient levels of potassium, a condifion that can lead to senous cardiac problems.

AHP develops and markets brand name and generic drugs, as well as over-the-counter
medications. ESI Lederle, Incorporated, a division of AHP, reccived fentative approval from tha
Food and Drug Administration in May 1599 for o generic version of Schening’s K-Dur 20,

[Ipsher-Smath Laboratones, Inc. devclops and markcts brand name and genenc drigs.
Upsher-Smith teceived final approval from the Food and Dimg Administration in November
1993 lor a penenic version of Schearing’s k.-Dur 24,

Generic drugs are chemically identical to their branded counterparns, but typically are sokd
at substantial discounts from the branded price. A Congressional Budget Office Report estimates
that purchasers saved an estimated $8- 10 billion ow prescriptions at retzil phannacies in 1994 by
purchasing generic drugs instead of the brand name product.’

The Drug Price Compelition and Pateni Term Restoration Acl of 1984, commonly
referred to as “the Hatch-Waxman Aet,” establishes certain nghts and procedures in sitnations
where 2 company, such as AHP or Upsher, sceks FDA approval to market a generic product prior
ley the expiralion of 2 patent or patents relating to a brand name drug upon which the generic iz
based, In such cases, the applicant must: {1) certify to the FDA that the patent in question 1s
fovalid or 15 not infrirged by the genenc product (Jown as a “paragraph [V certification’™); and
{2) notify the patent holder of the filing of the certification. 1fthe Lolder of patent rights files 2

! Congressional Budget Office, How increased Competition from Generic Drugs Has Affected
Prices and Returns in the Pharmtacenticol Inchistry at x4, 13 (July 1998),



patent infringement suit within 45 days of the notification, FDDA approval to markct the gencric
drug is autoanatically staved for 30 menths, unless before that fime (he patent expires or is
judicially determined to be invalid or not imfringed. ‘'I'his aotomatic 30-month stay allows the
patent holder time to seek judiczal protection of its patent tights before a generic competitor is
permitted to market its product.

I addition, the Hatch-Waxman Act provides an incentive for generic deg companies to
bear the cost of patent litigation that may arise when they challenge invalid patents or design
arcund valid ones. The Act, as currently interpreted, grants the first company to file an ANDA in
such cases a T80-day period durng which it has the exclusive right 10 nuarkel a generic version of
the brand name drug. No other genenc manufacturer may obtain DA approval to market iis
preduct until the first filer's 1 30-day exclusivity period has expired.

Upsher-Smith was the first company to file an ANDA for a generic version of Schering’s
K-Dur 2. Upsber-Smith filed a paragraph IV certification with the FI2A, stating that its product
did not infringe any valid patent beld by Schering covering K-Dur 20. In 1995, Schering sued
Upsher-S5mith for patent infningement. The complamt alleges that at all times relevani herein,
FDA final approval of an ANDA [or # penene version of K-Dur 20 [or anvone other than
Upsher-Smith was blocked. Pursuant to the Hatch-Waxman Act, Upsher-Smith was eligible for
the right to a |30-day Exclusivity Poriod for the sale of a gencric version of K-Dar 20, The
compiaint further allcges that as a resulf, no company could obtain final FDA approval of an
ANDA to market or setl a genene version of K-Dur 20 until 180 days atter Upsher-Smith first
sold 1ts product, or until Upsher-Smith's exclusivity tght is relinguished, forfeited or otherwise
expired.

[SI was the second company to file an ANDA for K-Dur 20. LSI also liled a paragraph
I'V certification with the FDJA stating that its product did not infringe any valid patent held hy
Schenng covenng K-Dur 20. Tn 1996, Schening sued EST for patent infringement.

The Challenged Agreements

The complaint challcnges unlawlol agrecments between Schering and Upsher-Simih and
among Schering, AHP and ESI to delay the entry of low-cost gencric competition to Schering’s
highly profitablc preseription drug K-Dur 20. . According to the complamt, when confrontad witk
the prospect of compctition to K-Dur 20 through generic entry by Upsher-Semith and ESE,
Schering entered into these apreements that kept Upsher, ESI and all other potential gencric
competitors out of the market. The complaint alleges that the Upsher-Smith/Schering agrecmont
delayed the start of Upsher-Smith's 180-day Exclusivity Period until September 2001 and, a5 a
result, the entry of competition from other generic marsfacturers vntl March 2002,

With respect to AHF and ESI, the complant alleges that m Junuary 1998, Schenng, AHP,
and ESI reached an agreement to settle their patent htigation. Pursuant to that agreement:
Schering agreed to pay EST up 1o $30 million; AHP and ESI agreed to refrain from marketing the



allegedly infiinging generic version of K-Dur 20 or any other generic version of K-Dur 20,
regardless of whether such product would infringe Schenng’s patents, unti! Jamuary 2004; AHP
and ESI agreed to refrain from marketing more than one genenc version of K-Dur 20 between
January 2004 and September 2006, when the K-Dur 20 patent will expire; and AHI? and ESI
agreed tiot to conduct, sponsor, file or support a study of the bio-squivalence of any product to K-
Dur 2( prior to September 2006. Scherng agrecd to pay EST$5 million up fiont; an additional
$10 million if EST conld demonsirate thal it generic version of X-Dur 20 was able to be
approved by the FDA onder an ANDA on or hefore June 3{), 1999, and another $15 milhon for

licenses to twix genenc products Lhal ESI was developing.

The complaint further alleges that the patent litigation between Schenng and ESI was
dismissed. Schenng has paid EST over $20nnllion and continues to make payments under the
terms of their agreement. Schenng has made no salss to date of the two products it heensed from

ESL
Compctitive Analysis

Generic drugs can have a swift marketplace impact, because pharmacisis gencrally are
permitted, and 1o some mstances arg regquired, to substitute lowor-priced genene drugs for thor
branded counterparts, unless the prescribing physician directs otherwise. In addition, there is a
ready market for gencric products becavse certain third-party payers of prescription drugs (e.¢,
state Medicald programs and many private health plans) encourage or insist on the use of generic
dregs wherever possible.

The coinplaint charges thai the challenged agreement among Schering, AP and ESI
injured cohmpetition by preventing or disconraging the entry of generic K-Dur 20. The complaint
algo alleges that by making cash payments to ESI, Scheriug induced it to agree to delay launching
its genenic version of K-Dur 2{. According to the complaint, absent those payments, ESI1 would
not have agreed to delay 11s entry for so lemg. The complaint charges that by making cash
payments to ESI, Schering prolected itself from competition fom EST until 2004, The complaint
also alicges that without lowor-priced gunenc competition from Upsher-Simith and ESI,
consumears, pharmacics, hospitals, insurers, wholesalers, government agencies, managed care
organtizations, and others arc forced to purchasc Schering’s more expensive K-Dur 20 produoct.

The Proposed Order

The proposed order is desigred to remedy the unlawful conduct charged agsinst AFIP in
. the complaint and prevent recurrence of such conduct. As described more fully below, the
propused oxder would essentiaily prohibit two catsgories of conduct:

- agreements in which the NDA holder makes payments to an ANDA filer and the ANDA
' filer agrees not to markct Its product for some peried of time (except in certain limited
circuinstaitees) {Paragraph I deals with agreements that resolve a palent infringement



dispute and Paragraph IV covers “mtenm™ agreements that apply during the pendency of
ongoing patent litigattony, and

- agrecinents between the WDA holder and an ANDA filer m which the genenc competitor
aorees nat to enter the market with a nen-infringing generie prodoct (Paragraph ).

The proposed order would apply to AHP wheiber it is zcling as polenlial generic
compelilor {an ANDA filer) or as a branded drog seller (an NDA holder). As noted above, AHP
has advised its cuslomers that it intends Lo phasc out ils oral genenc pharmaceutical product line.
Tl witi continkte to develop, manufacture, and market brand name drugs and injectable generic
drugs. Notwithstanding AHP’s plans to phase oul 1t oral generic products — the hne ol business
that includes s genenic yersion of K-Dur 200 an order 15 appropoate here to prevent a recurrent
violalion.

Paragraph I of the order covers ayreements (o resolve paleni infingement dispules. It
bars agreements wherein (1) the NDA holder makes payments or otherwise iranslers something
of value lo the ANDA filer and {2) the ANDA Jiler agrecs not (o market its product for some
pcriod of time, cxcept under certain limited circumstances described below. The ban in
Parapraph I includes not only settlements of ongoing patent infringement Litigation, but also
agreements resolving claims of patent infringement that have not resulted in a Jawsuit (see
Paragraph 1.03). I addition, by virtue of the definition of “Agreement” in Paragraph 1D, the
order makes 1t clear that the prombation on payments for delayed generic entry would cover such
arrangements even if they arc achicved throwgh separale agrecments (for cxunwple, where one
agreement resalves the patent infrinpement dispute and ancther provides for the payment for

delaved cntry).

‘The order prehibits not merely cush payments to induce delayed entry, but, more broadly,
agreements 1t which the NDA holder provides sometiung of valae to the potential generic
cntrant, and the ANDA Gler aprees in some Tashion not do sell is product. Although all of the
pharmaccutical agreemoents that the Commission hasg challenged to date have involved cash
payvments, a company could easily evade a prohibifion on such agreements by substituting other
things of valwe for cash payments. Thus, to protect against a recument violation, the order is not
limited to cash payments.

The proposed order distinguishes between the first ANDA filer (the party eligibte for the
180-day market exclusivity period under the f[atch-Waxgnan Act) and later filers. It bars giving
“auything of value™ to the first ANDA filer, but would permit WBA holders to grant other ANDA
filers a delayed license to manufacture the ANDA product. The proposed order makes this
distinction because an agreement by a laler filer to vefrain from entering does not block eatry by
other potential competitors. Where the only value granted by the NDA holder is the license to
sell the ANDA product, there 15 no payment to distort the genetic’s incentive to seek the earliest
possible entry date. In the case of the first ANDA filer, however, airy agreement with an NDA
holder that involves a promise by the generic fitm not to enter the markes nisks blocking entry by



other potential generic competitors, and therefore such agrecments are subject to the general
prohibilion of Paragraph 1T of the proposed order.

As noted above, the propesed order would create a limited cxeeption to Paragraph I's
ban on giving value for delayed entry. This exception addresses the possibility thai thers mighi
be some agreements that fall within the terms of the prohibition in Paragraph II that the
Comimission would not wish to prolibit. For example, as was proviously discussed, the proposed
order would ban nel only agreemenis invelving cash payments of the type that the Commission
has challenged to date, but also ihe gnang of other things of valuc. It is posaible, however, that
the giving of some non-cash items n a settlement that did not provide for itnmediate entry by the
ANDA filer conld promote competition. Thus, the order includes a mechanism that wonld
permit consideration of such arrangements.

The exception that has been crafted i this matter conld arisc only in simations where
Respondent AHP presents the agreement to a court in connection with a joint stipulation for a
permanent injunclion. In thal circumslance, Paragraph [l will not bar an otherwise prohibited
agreement, if the following conditions are met:

v First, Respondent must follow certain procedures designed to provide notice and

itformation both to the Commission and the courl: (1) along with the joint stipulation for
. permanent infunction and the proposed agreement, Respondent must provide the court

with & copy of the Commisston’s complaint, order, and the Analysis to Aid Public
Comment in this matter; (2) at least 50 days before submitting the stipulation lo the court,
Respondent mnst provide written nolice (as set forth in Paragraph ¥V of the order) to the
Commission; and (3) Respondent may net oppose Coinmission participation in the
court’s consideration of the request for permanent munchion; and

v sceond, either: (1) the eourt issues a permanent injunction and the parties” agresment
conforms to the court’s permanent injunciion order; or (2} the Commission detcrmincs
that the agresment does not raise issucs under Section 3 of the FTC Act.

The proviso to Paragraph Il also makes it clear that the order. would not prevent
Respondent AHP from unzlateraily seeking relief from the conrt. The proviso sets forth
condibions under which AHP could seek to avoid, though ceurt aclion, the bar on agreements that
15 scl forth m the core prohibition of Paragraph I of the proposcd order. These conditions would
not affect AHP's abiiity to lake action that did not involve an agreetnent otherwise prohibited in

Parapraph IL

The Cornmission recognizes that, outzide of the class achion context, final settlements
between private litigants ordinarily are not scrutinized by courls. Unlike the case of a court-
ondured prelimimary injvaction based on a stipuiation of the parties (the situation addressed in
Paragraph IV, discussed below), the court in the final settlement context has no express legal
mandate to consider the public interest. Thus, there rmains some degree of risk that an

Lk



anlicompeliitve agreement could escape the prohibition of Paragraph II it the parties were able to
persuadc a court o issue their agrecment as a penmanent injunction. Cn the other hand, it is also
relatively rarc for courts in ordinary privaie litigation to issue seitlement agreements as
permancat injunction orders, This is likely to reiduce the nisk that an anticompetitive agregment
would evade the order, because, as ioted above, the exception to the prohibitions of Paragraph 1T
does not arise unless the court issues a permanent injunction order. On balance, in light of all the
arcliunstances of this proposcd consent order (including that it is the first invelving a challenge
to a final settlement with a second ANDA filer), the Commissicn believes that the exception
contamcd in Paragraph 1l is appropriafc here.

Parapraph IF prohibits agrecments between an ND A botder and an ANDA filer in which
the ANDA filer agrees not to develop or market 2 generic dmg product that is nof the subject of &
claim of patent infringement. The Cominissicn has previcusly considered this type of restraint in
the context of an agrecment between an NDA holder and an ANDA first filer (that is, the party
posscasing an uncxpired right te Haich-Waxman 180-day exclusivity), and had limited the bans
in previous orders to that context. Having now considerad & similar restraint iz an agreement
involving a later ANDA filer, the Commission belteves it is appropriate to extend this
profibition to agreements between an NDA holder and any ANDA filer.

Paragraph IV addresses what are sornetimes refemed o as itterim scttletnent agreements.
It covers agroemonts {hat involve payment to an ANDA fler and in which the ANDA filer agrecs
not to enter the market for a period of tioe, but the patent infiingement litigation continues,
AHP would be barred from entering into such interim agreements, As in Paragraph [, it extends
beyond cash payments to cover the NDA holder’s providing “anything of value™ to the ANDA
filer, and provides an exception in limited circumstances, similar to those described in
conneciten with Paragraph IT of the proposed order. Althovgh the challenged conduct here was
an agrecment o comiection with a final settlement of 1itization, rather thap an nterim agreement,
this provigion is appropriate in light of the serions amtitmst concerns raised by interim
agreements and the need to impose an order {o prevent reciurence of violations similar to that
with which AHDP is charged.

The form of notice that Respondent AHP must provide to the Commassion undeor
Paragraphs IT and IV of (ke order is set forth in Paragraph V. Tn addition to sapplying a copy of
the proposed agresment, AHP is required to provide certain other information to assist the
Commssion m assessing the potential competitive impact of the agrecment.  Accordingly, the
order requircs Respondent to identify, among other things, all others known by AHP to have filed
an ANDA for a product containing the same chemical entitics as the product at 1ssue, as well as
the court thal is hearing any relevant legal proceedings involving Respondent. In addition,
Respandent AHP must provide the Commuission with certain documents that evaluate the
proposed agreoment.

The proposed order also containsg certain reporting and other provisiens thal are designed
to assist the Cosmmission in monitoring comnpliance with the order and arc standard provisions in



Coamimi ss10n orders.

The proposed order would expire in 10 years.

Opportunity for Public Comment

The proposcd order has been placed on the public record for 30 days in order 10 reecive
comments from interesied persons. Comments received during this period will become part of
the public record. Afler 30 days, the Conunission will again review the agrecment and the
comments reecivod and will decide whether it should withdraw from the agreement or make the

proposed order nal.

The purpose of Lis analysis is to tacilitate public comment on the agreement. The analysis
is not intended to constitute an official intcrpretation of the agreement, the complaint, or the
proposcd consent order, or to modify their terms in any way.



