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In the Matter of

SCHERING-PLOUGH CORPORATION, Diacket Mo, W07
a corporation,

UPSHER-SMITH LABORATORIES, INC.,,

A coTpuTAton,
anel

AMERICAN HOME PRODUCTS
CORPOEATION,
# COrpOration.

To:  The Honorable D. Michael Chappell
Administrative Law Judge

COMFLAINT COUNSEL*S STATEMENT OF THE CASE

In accordance with the Scheduling Order entered on May 3, 2001, corplaint counsel
submit this staternent of the case: (1) identifymg the legal and factual matters to be decided at
trial; {2) reporting on compliance with discovery; and (3) reporting on the status of settlermnent
discussions.
L Inirodhiretion

This case arises out of Schering Plough’s apmreements with two commpanies that were
seeking to market low-cost generic vérsitms of Schering’s widely-preseribed potassinm chloride
supp]f:]:ﬁam known as K-Dar 20, The Commission’s curnplaiut charges that under these
arrecments Schering paid Upsher-Smith Laboratonies and American Home Products Corporation

(AHP), millions of dollars as a means of inducing them to delay launching their generic K-Dur



20 products. In the case of Upsher-Smmth, Schering’s $60 mitlion paymcnt for delayed entry was
dispuised as a fee to license certain products held by Upsher-Sudth. The AHP agreerment, while
it also includes a licenss, imvolves direct payments for dolay.

The agreements were intended to preserve Schering’s monopoly profits from K-Dur 20.
By 1995, Schering’s substantial revenues from K-Dror 20 were threatened because Upsher and
AP were each seeking FIDA approval to enter witli a generic version. Although it held a patent
on K-Dur 20 that d1d not expire umtil 2000, Schering was vulnerable, becamse the patent 15 a very
parrow one relating to the extended-release mechanism of the prodnet and thus could be designed
around. And Schering had a grear deal at stake, because the well-documented effect of generic
enlry is bo cause a precipitous drop in the murket share of the trand name drug. Consequently,
Schering setiled its patent infringement actions against Upsher and AHP, m each case paying the
alleged mfringer. Those payments secured a delay in generic entry and rhereby protection for
Schering’s revemne streammn from K-Dur 20,

In any industry, paying potential eompetitors to forestall entry would raise obvious
antitrust concerns. In the pharmaceutical mdwstry, the stakes for consumers could not be clearer,
Delaying generic entry means derying consumers access to more affordable medications critical
to their health and well-bemg. This case seeks to vindicate those consumecr Mtergsis.

I1. Backzround

Potassium chlonde supplements treat hypokalemia (in lay terros, potassinm deficiency), a
condition that ;)ﬁen arises ampag people whe take medication to treat Jigh blood pre-s_smt
People with hypokalemia have no alternative (o potassium chleride and, becanse high blood

pressute is a chronic condition, must take potassium chlomide for the rest of their kves.  Although



potaseinn chloride supplements are administered i many forms (powder, tatlers, and capsules),
the Toost popular dosage form is 2 20 mBy (muillicguivaleut), exlended-release tablet; that dosage
form is the easiest to take and leads to higher paticnt cornpliance.  Schering markets K-Dur 2(),
the only extended-release 20 mEq potassinm chloride supplement, with annnal sales in excess of
$200 million. Siuce at least the early 1990s, Schering has been the onty potassium chioride
supplerient remufacturer to continually raise price while, at the same time, increase its unit sales
and revenuc, circumstances that reflect Schering’s monopoly power m its K-Dur 20) product.
Ptil this rnonth, Schering faced no competition from a generic version of its K-Dur 20
product. A bioequivalent generic would have offered (and now will offer) consumers all the
benefits of K-Dur at 2 significantly reduced price. Genetic entry would have cansed (and now
will cause) Schering to lose significant sales and profis. |
Althongh Schering owns a patent claiming K-Dr that expires in 2006, Schering expected
generic enuy well before that time. The 4,363,743 (*743) patent does not (aid conld not) cover
putassium chloride alone, which is a cornmon and wapatentable substance; rather, it is directed to
a specific coating used in Schening’s potassium chloride eblet, K-Dur 20. The coating slowly
releases the potassinm chloride ver time, making it a sustained release product. This coating is
cornprised of ethyl cellulose with a viscosity greater than 40 centipoise in combination with
either hydroxypropyleellniose or polyethylene glycol. Therefore, a generic manwfacturer could

stll a genernic, bioequivalent K-Dur 20 a5 long as it did not use the ::r_'-atin.g described in the "743

-

patent u8 the sustained-telease mechanism. 1o 1996, Schering forecasted that generic entry would

occur in 1997 and would canse Schering to losc over 209 of its K-Dur revenues anmually.



Schering’s later forecasts projected that generic K-Dur 20 would have an even more substantial
impact on branded K-Dur 20.

| The possibility of generic entry arose in 1995 when two companies, first Upsher and then
"AHP, sought FDA approval to market generic versions of K-Dur 20. Each filed an Abbreviated
New Drug Application (ANDA) certifying that its generic equivalent to K-Dur did not infringe
the ‘743 patent. The certification (known as a Paragraph IV certification) had special
implications for Upsher. As the first company to file an ANDA for K-Dur 20 with a paragraph
IV certification, Upsher possibly held the eligibility for 180-days of market exclusivity under the
Hatch-Waxman .Act. If so, no o;her company’s ANDA would receive final approval until 180
days after either Upsher began marketing its product or there was a court decision holding the
“743 patent invalid or not infringed. In separate actions, Schering sued first Upsher and then
AHP for patent infringement.

A. The Upsher-Schering Agreement

Schering’s infringement suit turned on the viscosity of the material used to coat the

product. Upsher consistently maintained its position of non-infringement because its product

used

Upsher filed a motion for summary judgement, arguing that its product did
not infringe as a matter of law. The parties began to negotiate a settlement in earnest about a
ménth before trial.
From the beginning of the settlement negotiations, Upsher and Schering discussed

Schering paying Upsher to delay marketing its generic version of K-Dur 20. Upsher’s CEO, lan



Troup, mitially requested a $60-70 million payment from Schering, stating that Upsher needed
neorne if it were to detay Tunching its generic version of K-Dur 20, Upsher asserted that

1t would win the patent litigation, enter the market, and thereby open the floodgates to other
genetic applicants, destroymg Schermy’s monopoly.  Schering told Upsher that a naked payment
not @ compete wouid be illegal. Schering, however, was more than willing to pay Upsher to
delay its entry, the parties just nseded to find a velicle for the payment.

Eventually, the partics setilcd on a scrics of licenses from Upsher to Schering as a way to
transter the money that Upsher demanded for delaying its entry. On Tune 17, 1997 (one day
before the cormmencement of trialy, the parties reached the final serdement of the patent
litigation. Schermg agreed to pay Upsher $60 million unconditionally — the amowint Upsher
origimally had requested. Inreturn, Upsher agreed to delay marketing its yeneric version of K_.
Dur 20 vntil Septernber 1, 2001, After that date, Upsher received a royalty-free license to sell its
generic K-Dur 20 product.  In addition, Upsher agreed not to market @y other nicroencapsulated
potassium chloride product until the September 1, 2001 — whetber or not the produect mfringed
the 743 patent. Fimally, Upsher licensed to Schering the murketing rights outside of the United
States, Canada, and Mexico for Niacor-SE, Prcwa]itg,’ pentoxifyliine, and Klor-Con. Tlpsher
would alsp receive milestons paymens based on the countries in which Schermyg lannched
Niacor-SR snd a royalty based on Schering’s net sales of Niacor-SR.

As the evidence will show, the Niacor-3R and other licenses were nothing more than a
disgeise for a l;a}rment 10 delay entry. Scherimg has conceded that Prevalite, panmxif;ﬂ]iﬂf:, and

Klor-Con bad hittle commercial valoe.  Schering has never paid anything close to $60 million

' The Prevalitc heensc also tncluded the Umted States.
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uticonditional payments to license a product. Bven when a product cuuﬁ PEPTEECNT 4 new
therapeutic class, Schering has paid less than $30 million veconditionally.

MNor was Niacor-SR worth an unconditional payment, et alones one that deviated
substantially from Schering’s own ]’);]'Elﬂl‘.iEB:z

. Niacor-SR, was developed as an extended-release niscm produet for the treatment of
cholesterol. Niacin products have been used to treat high cholesterol for years, but
traditiomally have had sigoificant side effects, meludng cawsing liver toxicity and
flizshing.

* At the time of the agreernent, Niacor-SR. was stilt in Phase I clinical trials, it was not
ready to be submitted to the FDA for approval, and its approval in the Ehmited States or
Ewrope was unceriain.

. Schering’s UK Division only recently had rejected Upsher’s Niacor-SR product. It wasg
not consulted during the settlement discussions.

. Just before it agreed to pay Upsher $60 million unconditionally, Schering had refused to
make any unconditional payinents [or the world-wide marketing rights to a better
extended-released niacin product.

. Schermg did not fmish a valuation of Niacor-SR prior to reaching the agrecnent .

. Schering did virrually no due diligence, thereby ignoring or overiooking problems with
Niacor-SR's safety as well as issues surrounding the existence: and extent of it patent
protection.

Ey entering mto the agreement with Upsher-Smith, Schering ensured that Upsher-Smith
would not bring its generic version of K-Dur to market prior to September 1, 2001, In addition,
Schering’s agreement with Upsher would likely obstruct alf other generic applicants’ entry mto
the K-Dr 20 market becanse Upsher’s status as the first-filer mesmt it moight be eligible for the

180-cday exclusivity period.  Although FDA regulations would have required Upsher-Sinith to

* Whether or not Niscor-SR may have been worth the nilestone and royalty payments
that the parties negotiated, the issue 18 whether it warranted an unconditional payment of the
magnitwde provided by the agreement.



“successfully defepd” a patent suit to be eligible for the 180-day exclusivity period, in January of
1997, a foderal district court enjoined the FDA from applying its successful defense regulation
and intemated that the succeszstnl defense regulation wus inconsistent with the statete and thus
invalid, Mova Pharmacenticaly Corp. v. Shalafn, 955 B Supp. 128 (D.D.C. 1997). Thus, at the
tine the parties entered their agreement in Jure 1997, there was a possibility that Upsher would
be eligible for the exclosivity period despite having settled with Schering. Upsher’s agreernent to
delay marketing its product thus was bkely to delay all generic competition to E-Dur 20 until
Seprember 1, 2001, miless a subsequent applicant could get a cowrt decision findng the “743
patent invalid or not infringed by its product.®

B. Unecertainty About the Status of the 1530-Day Exclosivity

The opact of the Upsher settlement on nther geperic manufactorers was not just
theoretical, because AETP had also filed an ANDA. If Upsher mamtained the 180-day
exciusivity, that exchsivity could block AHP uniit March 2002 {180-days after Upsher's entry
date under its settlernent), unless AHP obtaned a court decision declaring that AHP’s product

did not inf[‘;ng{: the 743 patent or that the 743 patent was invalid.*

* Under 21 U.S.C. 355(3(5)B){iv), the FDA is preclnded from approving any subsequent
application wntit 180 days after the earlier of: (1) the first fler commereially markets the drug
umder the ANDA, or (2) the date of a decizsion of a comt [inding the patent which is the subject of
the paragraph 1V certification invalid or not mfringed. These conditions are known as the
“commercial arketing” trigger and the “court deeision™ trigeer, respectively. Under the
agreement, there would have been no court decision i the lawsuit between Scherng and Upsiier-
Smiith, and Upsher-Smith would have refrained from commercially marketmg its product until
Septemnber 1, 2{01.

1 Just ay there was uncertainty shether the first-filer had 10 successfully defend a patent
seit to be eligible for the 180-day exclusivity, there was vacertainty, at the time of the AHFP

agreernent, whether a subsequent filer’s court victory would trigeer the exclusivity period. In
{eontinued.. .}



Developments after the Upsher setflement, however, made it appear less Iikely that
Upsher would retain its 180-day exclusivity. In July 1997, another district court foend FDA™s
successiul defense regulation valid and binding on the FDA. See Graawtec, Inc. v. Shalala,
1997 WL 1403804 {E.D.N.C. July 3, 1997); rev'd, 1998 1.5, App. LEXIS 6683 (4% Cir. 1998).
In Novernber of that year, the FDA apnounced that 1t would adhere to the regulation and apply
the successful defense requirement. 62 Fed Reg. 63208 (November 11, 1997). These
developments increased the possibility that Upsher lost its eligibility for the exclosivity period by
settling with Schering.

C, The AHP.Schering Agreement

Iu late 1997, AHP threatened Schering’s K-Dur 20 profits in two ways. First, if the
successfu) defense requirement were upheld or ifa second filer’s court victory could frigper the
180-day exclusivity, AHP meht be able to enter the K-Dur 20 market hetore September 2001
and destroy Schering’s monopoly, Second, even if AHP could wot enter before Upsher, AHP
¢ould be the second entrant and would have teken additional sales from Schering’s branded K-
Dur product. In addition, I Schering were to launch its own generic product through its generic
subsidiary, Warrick, AMFP’s entry could tike sales from Wartick or force Warrick oo ower its
prices.

Schering and AHP began to discuss settling their patent infrinpeinent hitigation in late

1996. Schering offered a date on which AHP could enter the market. In exchange for agreeing

-

* (. contmed)
Cranater, the FDA had taken the position that & subsequent ANDA filer conld trigger a first
fAler’s exclusivity period if it obtained a cowt decision finding the patent mvald or not infringed.
See 1998 ULS. LEXIS 6683, ¥22. See also F-I>-C Reports: “The Pink Sheet'” (June 23, 1997) at
3, reprited at 1997 WL, 16052884,



to delay eniry, however, AHP wanted a payment from Schering 1o replace the revenues it would
lose from the delay. AHP’s negotiating position was weakened, however, becange Schering
koew that AHF was having problems, unrelated to the patent issne, obtaining FDA approval for
its prodhuct.

In January 1998, Schering and AHP reached an agreement m principle, and (he court
disimissed the patent infringernent action. Under the agreement, AHP would delay its éntr}r nmtil
January 2004 and woukd receive payments from Schiering tied o how great a threat AHP was to
Schering’s monopoly.  Schering agreed to pay AlIP $5 million within 10 days of execution of
the agreement and an additional $10 million f AHP had an approvable generic K-Dur product by
June 30, 1999, The later AHF had an appmv.abla product, the Tess mopey it would receive.”
Thus, AFP would get more .GDI'I]PHI]SﬂﬁDTI the earlier it could have entered the market and
undermitied Schenng’s monopoly. Ultunately, AHP received tentative approval of its seneric K-
Dur product in May 1999, and Scheying paid AHP the additicnal $10 milkion,

AHP also agreed wo other restraints thast further ensnred that Schering would face nn-
generic competition. First, AHP agreed to refrai from merketing until Fanuary 2004 not ouly the
peneric K-Dur 20 product coverad by its ANDA, but alsc any other generic equivalent to K-Dur
20y, regardless of whether the product mfringed Schering’s patents. Second, AHP agreed not to
conduct, sponsor, file, support, or aid any company in a bioeguivalence study or substitutability

* study for any geperic version of K-Dur 10 or K-Dur 20 until 2006 (the kfe of the “743 patent).

® The remaining pavernent schedule was: $5 million if AHP had approvable product
by December 31, 1999; $2.5 million if approvable by Deccnber 31, 2000; $1.25 million if
approvabk: by Deceniber 31, 2001; and $650,000 if approvable by Decernber 31, 20002,

Y



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
settlement more palatable, suggesting that part of the payment was consideration for delay.
Because these payments were in addition to the direct payment for delayed entry, the settlerment
inwelves a payment not to compets even if the $15 million paid for enalaptil and busprrons was a
legitimate transaetion.

The two agrecments cosured that neither Upsher nor AHP would enter prior to the date
agreed to with Upsher-Smith — Septemnber 1, 2001, In addition, Schering’s settlement with AHP,
which prevented AHP from bringing #ts product o the market until January 1, 2004, could delay
the date that a second generic competitor would enter the nmrket. A second generic would drive
down the price of genencs and take sales from Schering’s generic subsidiary, Warrick, as well as
possibly taking sales trom branded K-Dur. f

. Effects of the Two Agreements

Schering’s agreements with Upsher and AHP barmed conswers. Tor each agreement,
the entry date is later than what would have been nepotiated without 2 payment and is ater than
the expected outcome of litigation.  As a result, Schering maintained its renopely and
continued to E;Ijlf)}f maonopoly rents ontil Septernber 1, 2001, Upsher-Smith and AHPI received

vompensation for agreeing to delay entry. Although Schering, Upsher, and AL all benefitted
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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)
monopolization by Schering of the potassium chloride supplement market and parrower markets
therein; and (3) conspiracies 1o moaopolize the velevant oarksts. At this poimt m the proceeding,
most of the factnal and lega] issues raised by these charges are contested, though a few legal
issnes raised by Schermg and Upsher-Smith in pending mctions to disimizs 1o the complaint may
be resolved when those molions are decided. 'We nots below soms of the key issues to be
sddressed at wial,

A, Jurisdiction

Ag a threshold matter, Your Honor mmst conchide that Scherz-Plough, Upsher aiwd AHP
are corporations within the meaning of Scction 4 of the FTC Act. Both Schermg and AHP have
admitted urisdiction, but Upsher has denied that it is a corporation wnd refused to admit to the
FTC’s furisdiction. Upsher’s legal statns thos remnams a matter to be decided at trial — albeit an
casily provable one.

In addition, Your Honor mmt decide whether or not the respondents’ acts and practices,
meindmg these alleped in the complamt, are n or affect mterstate commerce. Schering has
acdrmitted this -L:Hn:gari{m, but Tpsher and AHP each have refused to do so. Although It is vmbikely

that either mtends to seriously contest this allegation (Upsher has adinitted that it distributes its

11



Mimnesota-manufoctured products “n every state i the United States™) % at present it remaing an
issve o be decided at rrial.

B. Uhireasonable 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 Schermg’s nonopoly profits. In addition,
euch agreement protibits Tpsher and AHP respectively from developing or marketing a
noninfringing version of K-Dur 20.

1 Puyments to Delay Entry

Complaint connsel will prove that the respondents entered mto Agreements 1ot to
cornpete, and that these agreements are per ve unlawful al also unlawlol wader the rule of
reason. In proving the violations, we wifl establish that: Schermg, Upsher-Smith and AHP are
potential competitors; in settling their patent littration, they entered mto agreements 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 patential 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 lactual issue to be established at trial is that the agreements mvolved payments
10t tO CoTOpete, that is, that Schering paid its only two potential competitors at the thme in order
to secure thedr agreement to delay their entry with a low-cost generie version of K-Dur 20, The

evidence will show:

® See Letter from Rajecv K. Malik to Yaa Apori regarding Upsher-Smith’s Responses to
Complaint Comnsel’s First Reguest for production of Documents {(Avgust 28, 2001).
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. Schering’s payments induced Upsher-Smith emd AP to agree to a later entry date than
either would bave agreed to without the pavments;

. tix agreenents had ater generic entry dates than the respondents expected had the cascs
been litigated;

. the Niacor-SR and other licenses were a vehidle to truusfer the payment for delay; and
. the parties bad overwhelming incentives to delay cotry and share the menopely profits.
Cace the natore of the agreements is established, resolution of the legal issues iz a
strazghrinrward matter.
A Restrainty on Noninfringing Products
In addition, Upsher agreed not to market a noninfinging version of K-Dur 20 before
Septerber 1, 2001, and AHP agreed not to market a ponmfringing version of K-Dur 20 before
January 1, 20K, These are illegal per se without regard to Schering’s payments for delay. This
means the restraings on noninfringing products are illegal whether or not Upsher or AHP could

bave, or would have, developed ancther generic K-Duor 20 in the absence ot the settlement.

C. Monopolization
Essues i’ﬂjﬁﬂd by the complaint charge that I entering into agreements not to compete with
Upsher-Smith and AHP, Schering engaged in unlawtul monopolization, melude:

’ whether Schering possessed monopoly power m the market for the mimfacture and sale
of potasstum chloride supplements or nurrower markets theremy,

. whether Schering engaged in exclusionary conduct; and

. whether Schering acted with the Intent of preserving its momopoly.

13



Proving Schermg’s monopoly power 10 K-Dur 20 will be a straipiviorward matter: alt the
respondents predict that generic K-Thr 20 will take almost all of its market share from K-Dur 20
and will price at a signiticantly lower price, and by the beginning of trial, there will be evidence
on generie K-Dur's ectual impact on the sales of K-Duar 20, which will confim the predictions of
the respondents. In addition, Schermy bas consistently rased price for K-Dur 20 wile
mcreusing its sales, despite the existence of lower cost generic potassium chloride supplements
that are not bivequivalent to K-Dhr 20.

The exchusionary acts are the settlement agreements. Schering’s monepoly power
provides it with monopoly profits, which it used to buy off its potential competitors.  Schering
Sarns moTe as a monopolist than the combined profits that it and the gemeric K-Dur entrumts
would make under genenc cotry, bocanse generic K-Dur would a2l {and now 13 selling) at a
mach lower price than Schering does. F'hus, Schering could pay Upsher-Smith and AHP what
these entrants expected to earn, and Schering could sull receive Ihf: excess monopoly profirs for
itself. The payiments were the means (o share the monopoly profits created by the gencric
entrant’s (Lipsher’s or AEP’s) agreement to delay its entry,

Both direct and circumstantial evidence will show that Schering saw rh-e [AyTENE G5 A
way 10 extend its econonic wonopoly, sauslying the intent requirsinent.

. Conspiracy to Monopolize

Issues raised by the complaint’s charge that respondents’ agreement not to compete
constitutes an ‘Lmlawful conspiracy o momopolize inclde: -
¢ whether there was ao agresment;

» whether respondents enpeped in overt acts m furtherance of the conspiracy; amd
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. whether Schering, Upsher-Smith, and/or AHP had specific intent te monopolize the
relenvant market.

The key issuc for this count will be the intent slement. The same evidence that will show
Schering’s intent under the monopolization count witl show its ntemt under the conspiracy claim.
Evidence irom Upsher and AHP that each, knowimy that 3chering had a mwonopoly, wanled a
payment to delay entry, and circomstantial evidence will show that cach understood it was
helping to maimtain Schermg’s monopoly and benefitting from that extension,

E. Respondents’ Defenses

The parties have raised various delenses o the complaint that raise legal issues,
mcledmy:

. whether possession of a patent mumunizes or justifics a monopolist paviag potential
competitors millions of dollars to delay cntry;

. whether a court most adjudicate the patent mfringement issnes m order to decide whether
a patent holder’s agreements to pay potential comnpetitors nolhons of dollars to delay
entTy viokate the antitrust laws:

v whether agreements that do not constinte petitioning for government action ur conduct
incidental to petitioning are immune from antttrust scrutiny under the Moerr-Pennington
doctrize,

To the extent that these legal issues are not decided by Your Honor's resohtion of the pendmg

motions to disiiss filed by Schering and Upsher-Smith, the parties may reassert these arguments

at trial

IV.  Compliance with Discovery
Complamt counse] has ade substantial efforts to advance the discovery process in this

matier. We have fully complicd with all discovery requests to date from the respondents m
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accordance with Your Honor's various orders goveming discovery, and we participate in on-
soimg negotiations with the respoadents. On September [0, 2001, Your Honor entered an order
rejated to a dispute between AHP and complaint comnse] of the scope ot complaint counsel’s
search. 'We will supplement our document production to the extent that the order requires such
am action,

The respondents” have refused to provide disvovery m a timely mamtier and have
meterially hindered complaint counsel’s ability to prepare for ’rnal Although complamt coumsel
has now largely reached agreerents with Schening and Upsher on the scope of dscovery failure
to provide tmely discovery has prevented complaiit coungel from taking inmporiant fact
depositions, required complaint counsel’s experts to submit their initial reports withont
reviewing Scheting’s document production, and 1nay hinder complaing ;:u:ruusﬁl’s expers ability
o provide rebuttal.  As a result, deadlines for the close of fact discovery, submission of expert
rebuttal reports, and expert depositions may need 10 be inoved. Complaint counsel fully expects
- 1o reach agreement on these issues. with the respondents.

Finally, the respondents have listed 23 expert witnesses (compared to complamt counsel’s
three}, which will create significant problems both for completing discovery and for trial
management.

A. Schering’s Response

Althoeeh Schermg received cotoplaint connss]’s document request on May 11, 2001,
Schering did 1.{4.:}t product 2 single docwmient untd nud-tuly. As of today, it has prr}ﬂu;:‘ed fewer
than ten boxes of doeuments and has not provided documents responsive to 10 of the 30 specific

requests. There are no major disputes on the subject matter to be produced that might explam
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this failore to produce. As to any minor disputes, Schering has not responded to compiaint
counsel’s Tnost recent proposals. Uatil recently, Schermg also refused to tell complamt counsel
when it will complete itg discovery., Although complamt counsel requested a 3.33(¢) deposition
on Schering’s fnancial condition on August 9, 2001, Schering, vntil recently, had oot made a
witness available or provided any dates for the deposition. Schering, however, did not object to
the deposition or provide any reason for delaymg over a month in providing dates for the
deposition.

On Septennber 13, 2001, complaint connsel sent & lerter Tequesting that Schering fish its
document production by September 17 and produce a deponent for the 3.33(¢) deposition during
the week of September 24th. Schering replicd that 1t will complete its production before the end
of the month and will produce the wimess for the 3.33{c) deposition on September 26th.

B. Upsher-Smith

Although Upsher received complamt counsel's doenment request on May 22, 2001,
{Jpsher began its production m the middle of Angust. 'We are m ihe process of determining
whiether the production fully complics with our document request.

. AHP

Complaint counsel served our first set of document requests to ARP on May 22, 2001 and
a second request for docoments on Angust 8, 2001 Aithough we have received thirty-seven
boxes from AHP, its conasel will not provide a fiom answer as to when AHP will fully comply

with the document requests, nor will counse! indicate how muny boxes of deciments we can

£xpect t0 receive.
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As with Schering's refusal to produce documnents, AHP’s fajhure has impeded complaint
counscl’s ability to prepare for depesitions and our ezpert’s ability to prepare their mitial, and
now, rebuttal reports. 'We sent AHP a letter on September 13, reguestmg a date by which AHP
will complete its production.  AHP now states that it will “substantially coraply” by September
27, 2001. Becanse AHP will not commit to a date that it will cormplete its production, complaint
gounsel, on September 17th, moved to cotrpel AHP to complete its production by October
3, 201

. Expert Discovery

Complaint counsel has identified and provided reports from three expert witnesses,
Professor Timothy Bresnahan, Dr. Nelsan Levy, and Mr. Juel Hoffinan., Respondents have
identified 23 expert witnesses (Schering has identified 12, Upsber bas identified 8, and AHP has
identified 4).7 Schering and Upsher have both identified multiple t;,xpria'ts om the same topic. For
example, Upsher has identified three licensing experts, and Schering has identified four patent
exXperte.

If Upsher and Schering were aljowed to present all of their designated eaperts at trial, it
would prolong the trial immengely. Bven i cach capert’s dircet and eross exemipatinn wounld
take, on sverage, one trial date, Upsher’s and Schering’s expert witnesses alome would Tequire
over four weeks of trial

Im addition, showld Schering and Upsher actually submit reports for 12 and 8 experts

respectively, it would prevent the completion of discovery before trial. Under the current

T QOriginally, Upsher ilentified ten experts but Tras recently removed two. The total is 23
because AHP and Schering both listed the same individual expert for settlement and negotiation.
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schedule, complaint counsel hias less than two weeks to submit 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
will have to defend those depositions as well.

Inn light of the problens caused by the number of experts designated by Upsher and
Schering, complaint counsel sent letters to both Upsher and Schering, asking them to hmit their
expert Hsts to a reasonable mumber. Schering relused to limir their expert list while Upsher
removed two of its medical experts.  Accordingly, once Upsher and Schering have supplied their
expert reports on Qctober 2nd, conplaint counsel will make a proposal to Upsher and Schering
on how to deal with the experts. Tf an agreement can not be reached by October Sth, however,
complaint cownsel will file a motion seeking relief from Your Tlonor.

Y. Settlement Discussions
There have been no discussions with any of the respondents dealing with the provisions

of a consent order.

Respectiully Submitted,

Hosui D Rabet

Karen {. Bokat
Michael B. Kadcs
Robin .. Maore
Elizabeth R. Halder
Yaa A Apor
Corplaint Counsel

Dated: September 18, 2001
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CERTIFICATE OF SERYICE

I, Robin L. Moore, hereby certify that on September 18, 2001, [ cansed an origmsl, two
paper copies, and aa electronic copy of Complaint Counsel’s Statement of the Case to be filed
with the Secretary of the Pederal Trade Commission, and that two paper copies were served by
hand upon:

Honorable D. Michael Chappell
Administrative Law Judge

Bederat Trade Comnrission, Room 104
£00 Pennsylvania Avenue, N.W.
Washimgton, D.C. 20580

and one paper copy was hand delivered to each of the following:

Laura S. Shores, Eaq.

Howrey Simon Amold & White, LLP

1299 Pennsylvenia Avemue, N.W.

Washington, D.C. 20004-2402

Artorney for respondent Schering-Plongh Corporation

Carhy Hofhoem, Esq.

Amnold & Porter

555 Twelith Strect, N'W

Washington, D.C. 20004-1206

Attormney for respondent Arerican Home Products Corporation

Christopher M. Curran, Esq.

White & Case LLFP

601 13" Streat, NW

Washington, DC, 20005

Attorney for respondent Upsher-Smith Laboratories, Inc.

Sy

Robin L. Moore”
Counsel Supporting the Complamt






