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UNITED STATES OF AMERICA ;
BEFORE FEDERAL TRADE CONMMISSION &

COMMISSIONERS: Timothy J. Muris, Chairman
sheila F, Anthony
Mezelle W. Thompson
Orson Swindle
Thomas B. Leary

In the Matter of

SCHERING-FLOUGH CORPORATION,
& corporation,

UPSHER-SMITH LABORATORIES, INC., Daocket Na. 5297

a corporation,

and

AMERICAN HOME PRODUCTS CORPORATION,
a colporation.

COMTI'LAINT COUNSEL™S OFFOSITION TO UPSIIERS MOTION TO STRIKE
RELIANCE ON THE COMMISSIONS GENERIC DREG STUDY

The Commission recently issued a grovndbrealing empirical study -- (Genaric Drug Envry
Prior to Patent Expiration: An FTC Srudy (July 2002) - thal examines settlements of patent
litigation from 1993-2001 between branded and yeneric dmg companies under the Hatch-
Waxman Amendmenls. Underaken at the request of Conpress, the study found that in some
cases pharmaceutical companies have seltlled such liigation through mangemaﬁts that do not
involve a payment from the branded firm to the peneric entrani to forebear eniry, and that these |
types of arrangements have been increasingly used in recent yeurs. In our reply brief, we pointed
oul that these findings from the study contradict claims that so-called “reverse payments” arc

necessary to seitle paterst litigation 1n the Halch-Waxman conicxi.



Upsher, by moving 1o “strike reliance” on the Generdc Drug Study, secks to preclude the
Commission from eongidering its own study in rendering a decision in this case. But Upsher’s
molion is off the mark, because while the study is not record evidence to be used to establish the
[acts peeded to prove a violation of law, it can and should be esed 1o inform the Jogal and pohiey
considerations of the Compnssion®s decision. Such use of extra-record information is well-
established, and it is particularly appropriate in the cirenmstances here. Accordingly, we
respectfully request that the Commnssion deny Tpsher’s motion to strike.

1. Courts and Administrative Agencies Often Consider Informatien
QOuiside the Adjudicative Record 1o Their Decision Making

When confronted with questions of law or poliey upon which facts are needed to guide
their judgment, conrts and adminisirative agencies have long looked outside the adjudicative
record for information that may assist the tribupal in its deciston-making process.' Io deing so,
courts have deawn an important distinetion between “adjudicative™ facts, which are those
developed in a particular casc for purposes of deternnining whether a violahon of law has
oceurred, and “legislative™ facts, which are those that do not change from case to case but belp
resolve disputed issucs of law and policy. As a leading wlrumisirative law treatise elaborates:

Adjudicative facts usually angwer the question of who did what, where, when,

how, why, with what motive or intent; adjudicative {acts are roughly the kinds of

facts that go 10 a jury in & jury case. Rules of evidence do not limit the kinds of

materiale a courl or agency can use 1o resolve disputed issnes of legislative fact.

Legistative facts do not usually concern the immediate parties but are general facts
that help the tribumal decide questions of law and policy and discretion.’

! Sec gemeratly Richard J. Picree, Ir., Administrative Law Treatise § 10.5, 732-41 (4th
ed, 2002).
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This administrative law trcatise observes that “authority for the distinetion between legislative
and adjudicative facts is overwhelming,” and discusses low the Supreme Court, the courts of
appeal, thistrict courts, and admindstrative agencies have long used the practice of looking outside
the adjudicative record for information that may kelp resolve issves of law and policy.’

In conlrust, the cases Upsher cites in its motion to strike larpely involve the application of |
Federal Rulc of Tvidence 201, which by its very 1ems concerns only judicial notice of
adjudieative facts.” Other cases Upsher cites are iirelevant because they involve the exclusion of

material whose nature and purpose is unspeeificd,” or address slﬁmia] standards for appeals based

* Id See also Bllie Margalis, Beyond Hrandeis; Fxpliring the Uses of Non-Legal
Muterials in Appellaie Briefs, 34 U.S.F.1.. Rev. 197, 205 (2000) (“[T]here is no proccdural bat to
mtraducing non-legal material in support of appellate arguments, cven whei it has not been
introduced in the il court proceedings.”™).

4 E.g.. United States v. Bonds, 12 F 3d 540, 553 (6th Cir 1992) {rejecting defendants’
Tequest that court take judicial notice of report under FRE 201}, Lussier v. Runyen, 30 F.3d 1103,
1113-15 (15t Cir. 1995) (reversing district court’s reduction of damage award hased on extra-
record evidenee of disputed adjudicative facts); Cooperative de Ahorra y Credito Aguada v.
Kidder, Peabody & Cn., 993 F.2d 269, 273 (1s1 Cir. 1993) (“[T]he district court’s use of
scallered press reports to take fudicial notice of an adjudicative fact was beyond the proper seope
of judicial notice,”™; Korematsu v. United States, 584 F.Supp. 1400, 1415 (N.I). Cal. 1984); and
cases cited at pages 5-7 of Upcher’s motion.

3 United States v. Bashy, 675 F.2d 1174, 1181 n.9 (1 1th Cir. 1982) {(declining to consider
“.n affdavit attached to the [governmem appeal] brief™), United Siates v. Allen, 522 F.2d 1229,
1235 (6th Cir. 1975) (refusing 1o consider “two volumes of material not contained in the
record™); and cases cited in foeinole 4 of Upsher’s motion.
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on new evidence® In sum, Upsher's motion is based on a musplaced reliance on legal sules (hal

apply to proof of adjudicative facts”

2. Complaint Counsel Scek to Use the Geweric Drug Study Only
to Support the Resolation of Questions of Law and Molicy

At page 40 of our reply bried we address policy arguments of two amici whe filed bricls m
suppon of respondents — the Genene Pharmaceutical Association (GPAY and the Washington
Legul Foundalion (WLF} - to the effect that o ruling in favoer of compluaint counsel will raise
harriers to generics” exit from patent litigation (GPA at 10, and that generics will be “unable 1o
settle gostly and time-consuming patent litigation™ (WLF at 20). Consistent wilh the requinanents
for briefs of amicusr curine, the GPA and WLF raise policy matters that they believe may have
rami ficalions poiing beyond the nghts of the respondents in this case. In response 1o these policy
arguments, our reply referred not only to the record evidence that reverse payments are not
necessary to settle patent litigation (see CPF 1413-25), bt also to the Gererie Dyug Study

findings concerming patent settlements in Hatch-Waxman cases.

® Bibly v. Dep't of Transp., 33 M.SP.R. 88, 1987 MSPR T.EXIS 1075 {1987) (applying
Merit Svstems Protection Board rule poverning petitions for review based on new evidence):
Avasing v. US. Postal Serr, 3 ML PB. 308, 1980 M5FB LEXIS 253 (1980 (samc).

* Although the Commission often looks to the Federal Rules of Evidence for guidance,
the Supreme Court has noied (hat:

[A]dministrative agencies like the Federal Trade Commission have never been
resticied by the rigid roles of evidence, And of course Tules which bar cerlain
rypes of evidence in criminal or quasi-criminal cascs are not controlling in
proceedings like this, where the effect of the Commission’s order is not to punish
or to fasten liability on respondents for past conduct lmt to ban specific practices
for (he fulure in uccordance with the genenil mundate of Congress.

FrCy Cemenr Iaxe , A3 TLE GRS 705-00 (1947) [witatice omilted).
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As wenoted, the study data show that Puragraph TV cases can be and have been settled
withaut reverse payments. Those setilements typically involved agrecments i which the brand
company either granted the generic a license to use (be brind’s paleats in exchange for royaities or
apread to supply the generic with the branded product.? The study also found that final
settlenients of Paragraph IV cases have cantinucd since the Commission’s enforcement actions
involving pharmacentical selllements began in 1999, and alse that the majority of the settlements
(six of nine} involving licenses or supply agrcoemenis occurred i 2000 and 2001.* Such use of ihe
Generie Drug Sty plainly concemns the policy implications of i.l. finding of liability in this case,
not facts needed 10 establish the violation itsclf.

The two olher findings ol the Gererie Drug Study 10 which we referred in our reply brief
concern telatively minor .pé-ints and alzo are not offered to prove adjudicalive fucts. Firsi, we
noted Lhat resirainls on the generics’ marketing of non-infringing products only appeared in
conjimction with settlements involving payments from brand companies to penerics.””  As we
noted, such restraints are thus not neeessary for parties to settle Halch-Waxman cases generally, a

matter that may be al interest to the Commission in assessing the policy implications of a finding

¥ The study {at pages 27-31) reports that of twenty final settlements: nine invelved a
reverse payment; seven involved arrangements whese the brand company granted the generic a
ficense; lwo involved supply agresments allowing the generic to market the brand; and two
others were connted as *“miscellaneons.”

* Ag Upsher’s motion notes, our reply bricf cironeously cites to pages vii-viii of the
study. It should have cited to pages 27-31.

Y Generic Druyr Stuedy at A0-3] . cited at CCRB 4129 n.27.
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of liability in this case.”’ Second, we cited the average length of time for district conrt Jitigation,
appellate litigation, and appellate reversal rates in Hatch-Waxman Paragraph IV cases.” Upsher
arpues that we use this information to rehut certain testimony of ong of its economic expents,
Williamn Kerr, who testificd aboat the average length of ume it ook to compleic patent
infringement damages actions (not litipation arising under Hatch-Waxman)} and the probability of
reversal and remnand on appeal. But the relevant adjudieative facts conceriing the parties in this
case are not these industry averages (either for patend hiligation generally or for Hatch-Waxman
patent cases). Rather, the key adjudicative facts are proven by the direct evidence eonceming the
partics, which shows that prior to their settlement both were preparing for generic cntry before
Seplember 2001: Upsher 100k significant actions to prepare for entry in 1998 (CPF 125-28, 132,
136-39), and Schering was prepanng as early as 1957 to respond to mminein generic competition
by lamching its own generic K-Dur 20 thraegh its Warrick suhsidiary (CPF 79-82). The Generic
Hrug Shady data on Haich- Waxman Titipation aversges are (hus not oflered 1o prove facts That
eslablish the violation of law here.

3. Rcliance on the Generlc Dvirg Stidy Is Particolarly
Appropriate Under the Present Cirenmstances

Relbance on the Generic Drug Study a5 a souree from which to draw information useful to
resolving {ssues of law and policy 1s particularly appropriate under the present circumstances.

Firsl, as the Suprema Court has recogmzed:

I Upsher's argument that the collateral restrinls were essential For the parties in this
case to reach thetr agreement is beside the potnt, given the anticompetittve nature of their
AgICCment.

Y Generic Drug Study at 21, 47 cited at CCRE at 35,
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[Congress created the FTC] with fhe avowed purpose of lodging the administrative

finctions comitted to it in “a body specially competent to deal with them by

reason of information, experience, and careful study of the business and economic

conditions of the indusiry affected.” and it was organized n such o maoner . . . a5

would “gve [its members] an opportomity 10 acqmire exporness in dealing with

these special questions concerning industry that comes from experience.™"

Second, as some commentalors have observed: “The FIC's sirenylhs are best emploved
in cases that challenge conduct in an industry in which the FTC has pained experience by using its
fll pamoply ol powers, by publishing studics and by giving guirl:'mce m various fomms.™

Third, the Generic Drug Sindy is an empirical evaluation of the performance of the TTatch-
Waxman Act, an Act that has substantially shaped the curment legal envirommnent governing the
Food and Drug Administration’s approval of peneric drug products, and which all parties agree
f‘m‘tﬁs ap immportant backdrop to understanding the antitest issues raised in this litigation. It was
undettaken at the request of Representative Tlenty Waxman, an original co-sponsor of the Hateh-
Waxman Aet,”® and it arguably is the best source of iInformation that is readily obtainable about
generie drug entry prior to patent expiration.

And, fourth, the study has been relied op by the President of the United States as a basis

for his iniliative to lower prescription drug prices;'® it is being relied upon by Congress in

L FTCv. RF. Keppel & Bro., Inc., 291 U8, 304, 314 (1934), quoting Report of the
Semate Comnittee on Interstate Commerce, 63d Cang, 2d Sess, No. 397, pp. 9, 11 (June 13,
1914),

" Report of the ABA Section of Antitrust Law Special Committee to Study the Role of
the Federal Trade Commission, 58 Antiirust L.J. 53, 63 (1989} (cormmonly relerred (o as the
“Kirpatrick Il Report™).

" (Teneric Drug Study at p.l.

1% Nee “'President Tukes Action to Lower Prescription Drug Prices: Remarks by the
{continued...}



fashioning legislative reform of the Hatch-Waximan Amendments;'” and it is being relied zpon by
the Food and Drag Administraticn in formulating its proposed regulstory changes for dealing with
patenil histing requirements and the application of 30-month stavs on approvals of new drug
applications.™

Thus, Congaress created the FTIC to develop industry expertise and to use thiz expertise in
evaluating business practices thal may violaic the lawy; the FTC has developed such expertise in

the area of the Hatch-Waxman Amendments through the process of preparing the Generic Drug

1% ..continued)
President on Preseription Drugs, the Roze Garden,™ at 1 {October 21, 2002), available at
www. whitehouse.pov/news/releases/2002/1 0/print/ 2002 102 1-2 him (*For mcre than a year, the
Federal Tricle Comonission has snvestigated delays ind abuses i the process of bringing generic
drugs to market. 1have reviewed the FTC findings and 1 am taking immediate action to ensure
that jower cost, ¢lfeaiive genetic drups become available to Americans without any improper
delays.™)

" See, e.g 113 Scnator Patrick Leahy, “Senate Passes Leahy Bill Targeting Sweetheart
Dicals that Dclay Low-Cost Generie Drugs,” at 1 (November 19, 2002), available at
http:ffleahy. senate. povipreag20021 1/1 11902 himl {“The Tederal Trade Commission recently
issued a study and report on the generic drug marketplace, and one of the sayency™s twn
recommendations for improving aceess to gencric drugs was simply the passage of [Leghy's]
Drug Competition Act [S. 754].7); U.S. Senator Johm McCain, “Broad Coalition Helps Schumer-
MeCain Genetie Thog Bill Sweep through Scaate,” at 2 (July 31, 2002, avalable at
hittpe/fmceain. senate pov/penerictinal htin (*McCain noted that information received by
consummers, indusiry analysts, and the report relcased yosterday by the Federal Trade Commission
a8 important factors in passing [The Creater Aceess to Affordable Pharmaceuticals Act, 5. 812]
b such a wide margin.™).

¥ Department of Health and Human Services, Food and Drug Admimistration,
“Applications for FNDA Approval 10 Market o New Dmg: Patent Tuisting Reguiremenils and
Application of 30-Month Stays on Approval of Abbreviated New Drug Applications Certifying
that a Patent Claiming a Dmg 15 Invalid or Wili Not be Infringed,” 67 Fed Rep. 65448 {October
24, 2002) (discussing the FTC s Gereric Drug Siudy at length throughoot the Federal Repister
orice and 1demiifving 1 as ane of the Gases Jor Lhe FLXA s proposed rule changes).
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Study and its law enforccment initiatives in this area;"™ and the President, the Congress, and the
Food and Drug Administration all are relying on the FTC s expertise and the Generic Drug
Sindy's Ondings to fashion legislative and regulatory reforms m this vilal area. Under these
circumsisnees, it would be imesponsible for complaint counsel (o fail to Teference those portions
of the study that could assist the Commissicn in its thinking about the lepal and policy issues
raised in this case.”® Conversely, Upsher is arguing that the Commission must ignore its own
expertise and experience -- developed through a well-respected study -- in addiessing the legal
and policy issues ariging in this easc?' |
L) ] * * *

The Commission’s Generic Drug Study 1 an itoporfant contribution 1o understanding the

performance of the Hatch-Waxman Act and the generic dmg marketplace. Contrary to Upsher’s

charge, we have cited the study not to resolve adjudicative facts in dispute in this appeal, but

' See, eg., Ahboit Laboratories, Dkt No, C-3945 (May 22, 2000} {consent order;
Hoechst Marion Ruussel, inc., Dkt No, 9293 {May 8, 2001) (consent order).

# Indeed, Chaiiman Muris, wiiting as a law professor prior to his appoinimeni ss FI'C
Chairman, has criticized the Conmmission for failing 1o make use of similar FTC studies to help
resolve issues arising in administrative adjudication before the Commission. See Timothy J.
Muris, Californic Demtal Avvociation v. Federal Trade Commission: The Revenge of Foomnote
F7, B E. Ct. Econ. Rev. 265, 293 (2000) (“The I'TC did not, however, diseuss the eansiderable
bedly of cmpirical evidence, some of which the Commission had iself previously developead,
demonstrating that the |Supreme] Court's fears about the impect of profiszional advertising on
COREWIED: ane unwarranted.™.

- At the end of its motion, Upsher casnally asserts that “gny consideration” of the study
in thiz litigation would be “particularly unfair,” because it “was created during the [instant)
lingation™ and some FTC staff membets who participated in the trial were also invelved in
prepatation of the study reporl.” Mobon al 8 (smphasis added). 1t is unclear exactly what
Tpsher means to snggest by this, but any insinuation that the study’s findings are somehow
infected with bias or were the product of Imyproper ex parfe communications is enlircly
unsupporied and without merl.



rather we have made appropriate reference to the smdy where it may assist the Commission’s
thinking about issuss of law and policy raised hy respondents and their amicd concerning the
posaible consequences of antitrust cnforcement in (his arena. Accordingly, we respectfully
tequest that the Commission deny Upsher’s motion io strike.

Respectfully submitted,

Wik Wi,

Mmﬁl’gf;hdeier '

Elizabeth R Hilder

Karan Singh
Counsel Supporting the Complaint

Diecember 9, 2HWE2
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CERTIFICATE OF SERVICE

1, Karan K. Singh, hersby certify that on December 9, 2002:

I consad one original and twelve copies of Complaint Coungel’s Opposition to
Upsher’s Motion to Sfrike Relisnce on the Conunission’s Gemeric Drug Study io be served by
hand delivery, and cne copy by electronic mail, upon the following-

Office of the Secretary

Federal Trade Commiszzion - Room 159 .
600 Penneylvama Avenue, NJW.
Washington, DLC, 20380

1 caused ome copy of Complant Counscl’s Oppesition 10 Upsher's Motion 10 Stike Reliance on
the Commission’s (Fereric Drug Study to be served by hand delivery upon the following-

Hon. . Michas] Chappel]
Administrative Law Judge

Ferderal Trare Commission - Room 104
G00 Pennsylvania Ave, N'W
Washmgiem, DC 24580

| capsed copies of Complaint Counsel’s Opposibon W Upsher's hotion to Swike
Reliance on the Corumission’s (rereric D Study 10 be served by facsinile and repnlar madi
apom he followmg-

Laura 8. Shores, Fsqg,

Heowrey Bumnon Amold & Wihete
1299 Penmsylvania Avenue, N W,
Washington, DO, 20004-2402

Christopher M. Curran, Esqg.
White & Case LLF

617 13th Strect, W,
Washington, DUC. 20005
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