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In the Matter of

SCHERING-PLOUGH CORPORATTOM,
a corporation,

UPSHER-SMITH LABORATORIES, TNC., Dacket No. 9297

a cotporalion,

and

AMERICAN HOME PRODUCTS CORPORATION,
3 COIPOTILOTL.

COMPLAINT COUNSEL*S MOTION FOR LEAVE TO FILE AN APPEAL BRIEK
EXCEEDING TIHE YWORD LIMIT IN THE COMMISSION’S RULES OF PRACTICE

The complaint in thiz case charges that Schenng-Plough Cotpotation paid would-be
gencric tivals Lipsher-Smith Laboratories, Inc, $60 million and American Home Products
Corperation $15 million, in exchange for agreemenis not to enler the market with their respective
generic drug preducts for several years. In an injtizl decision served on July 5, 2002, the
administrative law jodge dismissed the complamt. Complamt counsel seck leave of the
Commission lo [ile an appeal brief in excess of the 18,750 word limit provided under the FT(C"s
Rules of Practice. 16 C.F.R, § 3.52{(b)(2) (2002}

Extended brieting 1s warranted becanse:

l. The extent of crror in the ALY s initial decision is extraordinary, and renders the
decision wholly unrcliable. ALJ Chappell applied the wrong standard of proot in
reviewing the evidence, thereby invalidating all his factual findings; made



nutnerous errors i consiruing the evidence; and made fundamental mistakes of
argitrust and patent law.

2. Apart from the imitial decision iself] our appeal brief must address numerous
erroneous procedural rulings by the ATT thal prevented us from presentimg
relevant, matenal, and rchable evidence, the effect of wliuch 1s to deny the
Commsgion the oppormuity to review this important evidence om appeal.

Bevond the ALJ®s crrors, the special circumslances of the case, including the fact
thal it challenpes two different agreements (resukbting in an increased number of
lactual and legal tssues), and the broad significance of the ¢ase, require a more
extensive appeal brief than would be warranted in the tvpical case.
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Although extensions of word covnt limitalions are “dislivored,” the circumstances here
meel the lest [or such extensions, that is, “undue prejudiee would result from complying with the

existing limit.” 16 C.F.R. § 3.52(k) (2002).

1 ALJ Chappell’s Initial Decision Is So Fravght with Error as to Be Wholly
Unreliahle

In our appeal brief, we wilt request that the Commission, in exercising its power to
review the record de novo,! throw out the ALI’s initial decision. We will not simply demonstrale
that ALT Chappell failed to properly construe the evidence or apply the law, Rarhcr, we will
show that Al.J Chappell’s initial décision 15 so fraught with logal, factual, and ceonomic enars as

io render 11 wholly unreliahle, and as a consequence we require extended brigfing,

' See, e.g., The Caca-Cola Bottling Co. of the Southwest, 118 F'T.C. 452, 534 (1994)
(*Onr review of thiz mailer 15 de rove, and our assessment ol'the evidenee dillers frot that of
the ALI™); 16 C.F R § 3.54(a) (2002) {the Commission “will, to the extent necessary or
desirable, exercise all the powers which it could have exerciscd i it had made the initial
decision.™); 16 C.F.R. § 3.54{b} {2002} (the Commission may “sct aside the findings,
conclusions, and rule or order contained in the initial decision™).
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. ALJ Chappell Applied the Weong Standard of Proof io the Evidence

Rule 3.5 (¢) of the FTC’s Rules of Practice provides that initial decisions “shall be bascd
on & consideration of the whole record relevant (o the issues decided, and shall be supported by
retiable and probative evidence.™ 16 C.IE R § 3.51{c) (2002). The Commission has made it clear
thal this standurd 15 the traditional one uged 1 civil htigalion; that 15, facls are detenmined based
on the preponderance of the evidence in the record. See, 2.g., Automotive Breakthrongh
Seiences, fne, 120 F.T.C. 225, 306 & n.d3 (1998).

ALJ Chappell, however, did not apply the preponderinee standard. See ID at 81, Instead,
he misquoted Rule 3.51(c)” and applied the “substantial evidence” standard for appellate review
of Commission findings ol Gacl, 4 standard thal regquires less than a preponderance of the
cvidence, Sew, e, Gumper? v ATET Techs., 89 F.3d0 559, 563 (9th Cir, 19946); Detroit Auto
Pealers Ass™m, Incow FIC, 855 F.2d 457, 461 (6th Cir, 1992), Using the incorrect standard
allowed the ALY to adopt findings proposed by respondents cven though not aupporied by a
preponderance of the evidence m the rocord as a whole. This fundamental ervor infects each and
every one of ALY Chappell™s lindings.

In making this fundamental lepal ervor, ALY Chappell disregarded well-estahlishaed FTC

case law, as well as the Commission’s clear guidance when it amended Rule 3.51(c)." Iie insicad

} ALT Chappeidl misquotcs Rule 3.51{c) to say that il cxprossly requires “substaniive
evidence,” which he then interprets to mean “substantial evidence.” [} at 8], Neither word is

found in the current rule.

! See ID at 81, During ALJ Chappeil’s lenure at the agency, the Commission removed
the words “substantial evidence”™ from Rule 3.51{c}, precisely 1o reduce the likelihood of the very
mistake AL} Chappell makes. Moreover, the Commission spocifically cited the initial decision

in Sandard C1f as an example of an ALT incorrectly applying the appellate review standard, See
{eonunucd...}



cited to superccded language in an old version of Rule 3.51(c), and quoted the ALT decision in
Standard Ol Co, of California, 8B4 F'LC. 1401, 1446-47 (1974). "I'us was a sinkmyg choice,
inasmuch as the Commissien unammoosly teversed the portion of the inuial deeision in Standard
(#f that ALJ Chappell quotes on page 81 of his imitial decision. See 84 FT.C. at 1489,
Morcover, Standard O itself demonstrales that the dilference in the standard of proof can be
decizive in changing the outcome of a case. Compare B4 F.T.C. at [458-39 (AL holding
comiplaint eounscl failed to meet ils burden of proof based on appeliate “substaniial evidence”
standard) wigh 84 F.T.C. at 1459, 1477, 1488 (Commission holding 1 favor of complamt
counscll

ALY Chappell’s reliance on a legal standard less rigorons than the preponderanee of the
wyidence is evident throughoul lus opinion. For cxample, i making findings proposed by the
respondents, he repealedly relies on respondents” selfserving trial lestimony even when (hat
testimony is contradicted by the patties” contetnporaneous business recards. But as the Supreme
Courl made clear in United States v. United Stutes Gypaum Co., where trial testimony is
contradicted by contemporanesus docurmentary evidence, the testimony should be given little
weight.? Indeed, ALJ Chappell’s preference for testimony over documents is 8o strong that key

pieces of documentary evidenee cstablishing the elerucuts of our case are nol even mentioned in

...continued)
FTC Rulas of Practice, 66 [ed. Reg. 17,622, 17,626 (2001) (codified at 16 C.T.R. § 3.51(ch).

1333 1.8, 364, 396 (1948). See also Toyps “R” s, far 126 FT.C. 415, 567 0, 39
(194%) (regecting “self serving™ testimony thal was contradict=d by contemporaneous
documentary evidencel; Adoiph Coors (o, 83 FLT.C, 32, 185 (19733 (“It is well established,
however, that little weizht can be given to testimony which is in conllict with contemporaneous
documents, particularly when the erucial 1ssuc involves nuxed guestions of law and Lact.™).
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his decision® For example, the ALT s opinion makes no mention of Schenng’s “Executive
Summary,” CX 283, a documett that lays out the blueprint for the eventual anticompetitive
scttlement with Upsher, although CX 283 was attached Lo our pre-irial bricf, and used during our
vpening statement, at frizl, in our closing argument, and tn our posi-inal bricls.

Because lhe ALI’s findings were based on the incorrect standard of proof and ignore
significant agpeets of the record, the Commission will need to undertake 2 comprehensive review
of the entire Tecord -- tesiimony qacd documents -- and adopt new findings. To assst the
Commission, cur appeal brief will need to nelude an unusually extensive discussion of and
citation to significant amounts of record evidence disregarded by the AL We cammol adequately
da thiz, and undng prejudice would resull, absenl an exlension al the word it

B. ALJ Chappcl)’s Findings of Fact Contain Numerous Errors

in addition o the findamental legal error that infects all of his findings, ALT Chappedl
made numercus eerors in the findings that need 1o be addressed in our brict. Indeed, although we
have not yet had an opporlunitly to conduct a systematic check of all of his findings, 1t 15 readily
apparent that ALJ Chappell’s findings of fact are no more reliable than his deseription of the
Commission’s tules and case law relating to the legal standard he was required to use in making
those [indings.

. ALT Chappel! velicd on evidence thai was expressly not offered or admitted “for
the truth of the matfer asserted.” For cxample, an important reason advanced hy AlJ Chappell

for disregarding evidunce that other potassium chloride products did not consiram the pricing of

* See Prehoaring Conference (Jan. 18, 2002, Tr. 112 (“T will el vou know, I prefer hve
testimony. Icanndt judge the credibility of a document. [ cannet judge the demeanor of &

documenl.”}.



K-I3ur 20 was thal these products were “therapeutically equivalent” to K-Dur 2045 AL)
Chappell’s finding of therapeutic equivalence, 1 tumn, was based i part on [DIF 47

Dr. Addank looked at whether there were side effect differences between

different potassivm chloride products that affected thoir substitutab ity for each

other. (Addanki, Tr. 5693). The pnmary side effect associated with potagsinm

chlonde products is the possibility of Fasitemtestinal (GI} imtation. (Addank,

Tr. 5693-93). Gastrointestinal imitalion 13 not a substaniial problem, howover, us

itg incidence is low for all oral potassivm chloride supplements. (Addanki, Tr

6163). K-Dur 20 does not climinate this potential Gl side effcet. (Addanki, Tr.

5693-95). Thus, potcntial side effect issues do not affect the substitutability of

olher polassium chlonide products for K-Dur 200 (Addanki, Tr. 3685).
In support of this finding, AL Chappull ciled only 1o Dr. Addandd. D, Addanda, however, 18 a
“doctor” only in the scnsc that he has a Ph.D. - in econemics. During the trial, AlJ Chappell
purported 1o ro.cin i that an economist 13 nol qualified Lo lestify regarding the medical side
eftects of potassium chlonde products, and assured complaint counsel thar the cited testimony
would not he considerced for purposes of establishing any medical facts. See''r. 24:5685-89
{ALJ Chappell stating “['m not accepting this as 3 medical opinion.”™). By relying on this
evidence now for purposcs for which it was not admitted, Al.J Chappell has created an erroneous
reeoid that complaint counsel must correc! before the Cormrmssion.

The error (he ALY made in relying on Dr. Addanki’s testimony 1s not an 1solaled case.
For example, ALT Chappell wrote that “[c]ustemers viewed K-Dur 20 and other potassium

chlordy products as interchangeable” {ID at 10}, n part based on the finding ihal “[plharmacists

were substituting two Klor Con 10s for one K-Dwr 20,7 1DF 39, The basis for that finding is the

4 See, e.g., ID al 90 (distinguishing Swvk-Kline Corp, v. Eli Lilly & Co, 575 F2d 1056
(3d Cir. 1978}, because ather potassium chloride products are “therapeuticallv equivalen™); TD at
91 {presence of “lherapcuticallv cquivalent” preducts provides “sufhciett allernative choces to

defeal an fmdiong Federotion claim™).



testimeny of Upsher witness Phillip Dritsas at Tr. 4834, Upon complamm counsel’s hearsay
objection al trial, however, that testimony was expressly oflered by Upsher’s counsel soi fur the
truth of the matter asseried, but anly to show Upsher's “statc of mind.” The testimony was thus
adrmitted solely on that basis, See 't 2004834-33. Plaindy Upsher’s state ol mitd docs ot
estublish the pharmacy practice ostensibly found by AL) Chappell.

- ALF Chappelf made findings that cleavly are not supported Dy the evidence fle
citer. Complaint connsel will be required to spend considerable time comecting the many
{indings that are entirely without support in the record. As one example, JDT 402 - cited four
times in the ALTs unalysis of monopoly power (ID at 118) - stalus that “[{he markel share of
senenc potassinn chionde rose as fast or faster than K-Dur 20 i every year [rom 1997 through
20007 The only evidence cited to support thig (ndimg 1s CX 62 at 8P 08Y326. This page,
however, only provides data for 1990 and E5997, Morcover, even that data only relates 1o
inereases in each product’s sales relauve lo 148 own prior sales — #of their market shares, Tinally,
the same document on the very next page shows that K-Dur 20°s share of overall potassium
chloride sales increased more than the increasc in share represented by all generic potassinm
chioride sales for the time period covered (1996-97)." The ALJ’s findinyg thus simultaneously:
(1) 15 incamplete, {2) misinterprets the cited data; and (3) 1s contradicted by the very exhibit
cltcd.

- AL Chappell made findings that contradict one another. For example, 1DF 106

aays “K-Dur 20 logt some marked share 10 other potasstum chloride products™, but this is directly

T OX 62 at 082327 (showing that K-Dur 2¢'s share of nverall potassium chloride sales
increased by 2.1 percentage points, whsle all genenc potassium chlonde (“Generic KCI™ plus
“Ceneric KCL - Othar Forms™) grow by only 1.8 porcentage points).

7



contradicted by TDF 400, The data in 1DF 408 show K-Dhur 2(°s share rising each year, as well
as increasing fuster than the generic share. In fact, K-Dur 20's share of total prescaptions did
increase each year — all while Schering waus radsing its price. Neither of the documents ALJ
Chappell cites for the statement in IDF 106 supports Lhe finding. The only other evidence e
cited, 11al lestimony by Upsher executive Phillip Drtsas, also fails to support the finding.

C. ALJ Chappell Made Fundamental Mistakes of Antitrust and Patent Law

Discussion of the legal errors in the AlL's opinion i] properly a sebject for our appeal
bric[. The pervasiveness of these crmors 1s rclevant to this motion, however, becanse ol the space
we will need {o devote in our appeal bricf to addressing them.

For examples, ALT Chappell mangles basic patent law principles. Oblivions to the
distinction between patent validity and patend inftingement, he repealed]y states that an alleged
infringer bas the burden of proving non-infringement. See. ez, D at 103-104 (“Schering had
the Icgal risht under s *743 patent to exclude ES] from the market until EST either provad that
the “743 patcnl was invalid, or that its preduct, Micre-K20, did not infringe Schering’s patent.™).
But it has never been the case that an mfnnger has the burden of proving non-infrinpement, as
even a cursory roview of any patent treatise wonld cstablish. See, e.g, Robert L. Harmon,
FPatenrs and the Fedeval Cirendf (5th ed. 2007) at 300 (“iL1s axiomatic that the patentec hears the
burden of proving infringement.™).

AL) Chappell’s emoneous readjustment of the burden of proof is compounded by his
fundamentul nisunderstanding ot the nature of patent rights. His opinion seggests, for example,
that the palent holder has an absolute right to exclude an alleged infringer by any means of sell~

help, unless and until there has been a judicil determination of non-infringement or Invalidity.



See 11D ar 103 “Lnder its 743 patent, Schering had the legal right 1o exclude Upsher-Smith from
the market until TTpshor-Smilh cither proved that the 743 palent was invalid or that 1ts product,
Klor Con M20, did not inlringe Schering’s patent.™).

In [act, however, the Supreme Court has made it clear that: “The heart of [the patent-
holder’s] legal monopoly is the right o invoke the State's power to prevent others from utilizing
his discovery without his consent.” Zenith Radic Corp. v. {lazeltine Resenrch, tne., 395 U5,
100, 135 (1969} {etnphass added). Tellingly, it quoting Zenith m s decision, AL Chappell
deleted the italicized words. See 1T at 99, As we will discuss in our appeal brief, this
misconception of the nature of patent righis underlics the ALT's emmongous conclusion that
complamt counscl had to prove that Upsher's and AHPs products did not infringe Scherings
patent.

Tho ALPs mustakes regarding antitrust law are no Iess [undamental. They range [rom
legal mistakes, see, ¢.g.. [D at 87-88 (“funclional mterchangeability” is “the primary indicator of
a product market”) lo cconomic mistakes, such as not knowing what pricc clasticity meats, see,
e.ir., IDF 422 (complaining that Professor Bresnahan did nol study the “direct price elasticity
between K-Dur 20 and other potassium products.” something AL) Chappell apparcntly belicved
wag different from crogs-elasticity of demand), These mistakes, too, will require addiuonal space
in order to properly address them belore the Commission.

IL ALY Chappell Made Numerous Rulings That Excluded Relevant, Material, and
Reliable Evidence and That Require Correction

The ALY's primary function is to assembla an evidentiary record for the Commission’s
Teview. Ul addilion to the numerous ermors in the mmitial decision, our appead bricl will also need
to address severa)l of the AILT s rulings that improperly excluded relevant, material, and reliable
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evidence, These tulings resl on, (rfer oliv, eroneous concepts of the proper scopc of rebultal
evidence; the moammy ol the Ygood cause” standard for exceptions from pre-inal scheduling
order deadlines; and the proper foundations for expert testimony.

For example, at trial ALl Chappell made two rulings that excluded rebuttal evidence
olfered 1o atlack claims by respondents’ witncsses that there was substantial substitution of
Upshet’s Klor Con 10 for Schenng’s K-Dur 20, First, ALJ Chappell denied complaint counsel’s
request {0 add a rebuttal witness from Walgreens, the largest cham drugstore in the nation, after
an Upsher witness gave unexpecled and incorrect (il testimony thal Walzreens had mandated or
promoted what is oficn relcrred to as “therapentic interchange.™ While “genenc substitution”
relers to 4 pharmacist dispensing an AB-raled generic version when presented with a prescription
o a hrand name drog, “therapeutic interchange” refers to the dispensing of an allemative for the
branded drug specitied in the prescription that 1s not an AB-rated gencnie, but that the pharmacist
deems to be therapeulically equivalent.  Complaint counsel sought to present rebuttal testimony

from William Groath, a kmowledgeable Walgreens executive, thar:

* Uphscr witness Philiip Dritsas pul the therapeulic interchanye policies of Walgreens
dircetly at issue, claimmy that:

[Upshet] had customers, for example, like Walgreens and Rile Aid who were
actuathy switching every K-Dur [20] presenption for two 108, because they had
the two s m lhe warchouse, they couldn’t get any K-Dur 20 product, but they
were getiing prescriptions for K-Dur 240

Walgrens simply mandated that they subslitute the produet, becausc they didn’i
have any of the 20 milhequivalent. Tcan’t say whether or not cach phariacist
called the doctar. Qur unlerstanding was the pharmacists wera simply dispensing

two 10s fora 20.

Tr. 20:4682-83.
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’ Walgreens never instituted any pelicy to mandate substituting two Klor Con 10
lablets when K-ur 20 was prescrbed.

* Walgreens' policy is not Lo promaote therapeutic interchange, hecanuse state 1aws
reqlure & pharmacist to oblain approval from the physician hefore mstituting a

therapeutic interchange. Obtaining such approval is costly for the pharmacist,
because of the lime the pharmacist musl devote w the task, and die 1o the risk of

loss of physician good will?

AL Chappell demied a motion 1o add Mr. Groth as a rebultal witness, holding that
hecause complant counsel had touched on “the issue of substitution’ at Mr, Dritsas’s deposition,
“It[his tssuc was not a surprize”™ and accordingly no “good cause™ had been shown to add Mr.
Crroth as g rebuttal wilness, Tr 31:7491-92 0 Awarcoces that substilvlion was an 18sue n the
case, however, wonld provide no basis te anticipate that testimony of a pharmaey chain would be
needed to conrect faulty asscrtior.s mads by Mr, Drilsas for the first imo at trial.

Second, AlJ Chapoell prevented complamt counsel from presenimg rebutial lestimony
from our economic expert, Stanford Gniversity Professor (and former Chietf Eeanomist at the
Department of Tustice™s Antitmst Division) Timothy Bresnaban, o explain data showing Lhal Lhe
filling of o K-Duar 20 prescnption with Klor Con 10 (which respondents cleimed was frequeant)
was jn fact extremely rare. ALT Chappell barred Protesser Bresnaban from 1estifying about CX
43, a Jocument that had alveady been admitted in cvidenee and which conlaing data gn
prescriplion und substiiution pallens compiled by VS Health. The ALT excluded 1his westimony

an the ground that Prefessor Bresnahan was “not qualified to profler an opinion on specific

? Compluint Counsel s Moiion for Leave to Call Williaim Croth as a Reburted Witness
(hdarch &, 2002) at 2, 3; ree ofyo CX 177% at T L1-14 {Declarstion of Willam k. Grath)
{proffered bul notl adwaticd).
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substitutability.” See Tr. 34:8052, 8122-23."  As we will cxplain on appeal. however, Professor
Bresnahin was amply qualilied 1o testify abour this widely-used indusiry data.

The public intcrest 13 best sorved when the Cotmmissior has o complete record upon
which assess the merits of each side’s case. It is therefore important to have adequate spuce in
our appeal brcl o address thess and & number of other evidentiary and procedural Tulings where
Al Chappell clearly abused his discretion.

ITI. The Speeial Circumstances of This Case Justify un Fxtengion

A third reason to grant leave to file an appeat brief with addilivng] words 1s thet, even
apart from the AL)s ermors, the speeizl crcumslances of this case require a mors cxtensive
appeal brief than would be warranted in the typical FTC admimsirative adiedication. T'his case
involves two separate agreements with di[ferenl tenns and different parties. Not only is the
record veluminous, but the casience ol two apreemonls neccssartly means that there are mare
[actual and legal issues to he resolved on appeal than would be the case i only one agrcement
were al 15sue. Moreover, this matter presents the Commission with its first opportunity to
address, on the basis of an adfudicative record, important issucs relating to allczed
antcompetitive agreemenis to delay generie cotnpetition. Givan the national importance of, and
attention tocused on, such matters, the public inlerest wonld be hetter served by permitting 2
more conplele presentation of the Tegal and {actual 1ssues than would be possible wnder the word

Himil for appeal briefs presenbed in the FTC s Rules of Practice.

% “Ihe ALJ had initizlly also ruled that the document could not be used in Professor
Bresnahan's rebuttal testimony en the ground that it was not cued in his expert report, but this
hasts for exclusion of the tesiimony was laler withdrawn, See Tr. 34:8]122-23,
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iv. Conclusion
We respectfully request leave of the Comunission to tile an appeal briet wilh am additional
9,375 words (2 30% increase), bonging the bricf™s toral to 28,125 words. We belicve that any
one ol the bases sel forth above 1s sullicrent to find that complaint counscl would [ace undue
prejudice from having to comaly with the word limit sef forlh m the FTC s Rules of Practice.
We have consulted with counset for loe respondents about this request (but not the
reasons therefore). Schering’s counsel docs not oppose the request for additional words,

provided that it is permitted o le its answering briet with the same number of additnonal words.

Upsher’s counsel dogs not consant to our requsst,

Respectfinlly submitted,

/F Ay J/IH ” rlﬂf‘_fjf"' bt ;‘%f% g Jx?:ﬁ"{‘

Joseph 1. Bimons Karcn G. Bukal

Direclor Markus TT. Weier

Susan A, Creightaon Hlizabeth R. Hilder

Dreputy Director Counsc] Supporling the Complaint

Bureau of Competition

Tuly i3, 2002
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