UNITED STATES OF AMERICA
FEDERAL TRADE COMMISSION

In the Matter of

SCHEEING-PLOUGH CORPORATION,
a corporation,
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Diocket No. Y2457

Admunistrative Law Judge

COMPLAINT COUNSEL*S STATEMENT OF THE CASE

In accordance with the Scheduling Crder entered on May 3, 2001, complaint counsel

submit this staternent of the case: (1) identifymg the lepal and factval matters to be decided at
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the Toust popular dosage form s 2 20 mBy (millieguivaleut), exlended-release tablet; that dosage

form is the easiest to take and leads to higher paticnt comnpliance.  Schering markets K-Dur 20,
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Schering’s later forecasts projected that generic K-Dur 20 would have an even more substantial
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Troup, mitially requested a $60-70 million payment from Schering, stating that Upsher needed
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1t would win the patent litigation, enter the market, and thereby open the floodgates to other
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uticonditional payments to license a product. Bven when a product could trepresent a new

therapeutic class, Schering has paid less than $30 million veconditionally.
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1997, a federal district court cnjoined the FDA from applying its successful defense regulation




Developments after the Upsher setflement, however, made it appear less Iikely that
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successiul defense regulation valid and binding on the FDA. See Graawutec, Inc. v. Shalala,

1997 WL 1403804 {(E.DN.C. July 3, 1997); rev'd, 1998 U.8. App. LEXIS 6683 (4™ Cir. 1998).
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the successful defense requirement. 62 Fed Reg. 63268 (November 11, 1997). These

developments increased the possibility that Upsher lost its eligibility for the exclnsivity period by



to delay eniry, however, AHP wanted a payment from Schering 1o replace the revenues it would
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its mroduct.



Finally, ABP agreed not to market more tham one version of geperic K-Dur 20 between Januaty
2004 and September 2006,

In addition to the direct payment for delayed entry, Schering paid AlLP a total of $15
million ostensibly for two products it hicensed from AHP. The parties did no vahation of the

products before the settlement, and AHP has admitted that payment imder those licenses made

.




from the agreements, consumers had to pay monopoly prices longer than i the settlements did
not have a payment and longer than what was expected had the parties litigated their patent cases.
ill. Legal and Factual Matters to Be Decided

The Conumission’s complamt charges that Schering’s agreements with Upsher-Smith and

AHP are: (1) unreasonable restraints of trade that delayed expected generic entry; (2)

Zariom by Scherng of the notassigm chloride suonlement markat and parmoower msrkets
onplizguion by Schering of the notassum chlovids k
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mist of the factual and lega] issues raised by these charges are contested, though a few legal
issnes raised by Schermyg and Upsher-Siuth in pending nicotions to dismizs ta the complaint may
be resolved when those molions are decided. We note below some of the key issues to be
sddreased at trial,

A, Jurisdiction

As a threshold matter, Your Honor must conchide that Scherig-FPlough, Upsher ad AHP
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Mimnesota-manufoctured products “n every state i the United States™) % at present it remaing an
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B. Uireasonable Restraints of Trade

Each agreement restrains trade in two ways. Overall, Upsher and AHP ecach agreed to
delay their respective entry in exchange for a share of Schermy’s nonopoly profits. In addition,
euch agreement protibits Tpsher and AHF respectively from developing or marketing a
noninfringing version of K-Dur 20.

1 Puyments to Delay Entry

Complaint connse] will prove that the respondents enteted mto Agreements 1ot to
cornpete, and that these agreements are per ve unlawful and 2180 unfawlol wnder the rule of
reason. In proving the violations, we wifl establish that: Schering, Upsher-Smith and AHP are
potential eompetitors; in settling their patent littgation, they entered mto agrecments not o
compete; the agreements had anticorpetitive effects -- delaying entry of a genenic verswon of K-
Dhr 20 and creating a barrier to entry by other potential competitors; and cach agreement lacks
any procommpetitive justification. Therefore, the aprecapents are illegal under either a per se or
nie of reason analysis.

The key [actual issue o be established at trial is that the agreements mvolved payments

rpionctedhat is (har Schering paid its onlv two notential competitors at the thnen order
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. Schering’s payments mduaed Upsher-Smith :amd AHP to agree to a later entry date than
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tespondents predict that generie K-Thr 20 will take almost all of its market share from K-Dar 20
and will price at a signiticantly lower prce, and by the beginnimyg of trial, there will be evidence

on generic K-Dur's actual impact on the sales of K-Duar 20, which will confirm the predictions of
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mereusing its sales, despite the existence of lower cost generic potassium chloride supplements

that are not bioequivalent to K-Ihr 20,
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relerant market.
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Schering’s intent under the monopolization count witl show its mtext under the conspiracy claim.
Evidence fromn Upsher snd AHP that each, knowmy that 3chermy had a monopoly, wanled &

payment o delay entry, and circomstantial evidence will show that cach understood it was
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soimg negotiations with the respoadents. On September [0, 2001, Your Honor entered an order
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this fatlure to produce. As to any minor disputes, Schering has not respended to compiaint
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when it will complete 1ts discovery, Although complamt counsel requested a 53.33{c) deposition
on Scheting’s fancial condition on August 9, 2001, Schering, until recently, had oot made a
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deposition.
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counscl’s ability to prepare for depositions and our expert’s ability to prepare their mitial, and
now, rebuttal reports. ' We sent AHP a letter on Septemmber 13, reguestmg a date by which AHP
will complete its production.  AHP now states that it will “sabstantially corply” by September
27, 2001. Becanse AHP will not commit to a date that it will coruplete its production, complaint
counsel, on September 17th, moved to cotnpel AHP to complete its produetion by October

3, 201

. Expert Discovery

a——




schedule, complaint counsel has Iess than two weeks to submnit rebuttal reports in response to the

respondents’ 23 expert witnesses and 27 business duys to depose all of the respondents” experis.

Becauge the respondents have not yet noticed coplaint counsel’s experts, commplaint counsel
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CERTIFICATE OF SERYICE
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