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INTRODUCTION

Respondent’s proposed findings of fact should not be adopted by the Administrative Law
Judge. Many of those findings are insupported by the record, contrary to more reliable evidence,
incomplete, mislexding, or otherwise unreliable. On the following pages, we have reproduced
each of respondent's proposed findings of fact. Complaiit counsel’s response (“CPRF”) [ollows
each finding or group of findings responded to. While we have attempted to address the mosi
mmportant issues posed by the proposed findings, we have not responded to every point made by
respondent. Accordingly, the failure to address a particular proposed finding or part thereof does
not signify endorsement of the finding, and should not be taken as agreement that the proposed
findmyg be adopted.

The [ollowing citation forms are nsed in these reply findings.
CPRF - Complainl Counscl’s Boply Finding
CPF - Complaint Counscl’s Proposced Finding ol Fact
CX - complaint counsel exhibit
SPX - Schering-Plongh exhibit
UISX - Upsher-Smith exhiat
Complaint - Complaint ol the Federal Trade Commuission, issued March 30, 2001,
Schering Answer - Answer of Schering-Plough Corporation, filed April 23, 2001.
Upsher Answer - Answer of Upsher-Smith Laboratories, Inc., filed April 23, 2001

AITP Answer - Answer of American lloms Products Corporation, liled April 23, 2001,

Schering First Admissions - Schering-Plough Corporation’s Objections and Responzes to
Complaint Counsel’s First Requests for Admissions, filed August 6, 2001.

Schering second Admissions - Schering-Plough Corporation’s Objections and Responses to
Complaint Counsel’s Revised Second Requests for Admissions, filed November 14, 2001,



[psher First Admissions - Lipsher-Smith’s Objeciions and Responses to Complaint Coungel’s
Firzt Sel of Requests for Admissions, filed Sept. 10, 2001.

Upsher Second Admissions - Upsher-Smith’s Objections and Responses to Complaint Counss)’s
Second Set of Requests for Admissions, [led November12, 2001,

Upsher "'hird Admissions - Upsher-Smith’s Objections and Responses to Complaint Counsel’s
Revised Third Set of Requests for Admissions, filed September 13, 2001.

Citations Lo the transevipt include the volume, page number, and witness name: Tr. at 1:125
{Goldberg).

Pages of cxhibits are referenced by bates rumber: CX 422 at SP 06 00009,

References to investigational hearing or deposition transcripts that have been included tn the trial
record as exhibits include the cxhibit number, the page and fines of the deposiiion or
invesligalional hearing transcript, the witness name, and the designation “IH” or “dep™: CX 1516
at 40:7-12 (Lauda dep).

Citations to admissions include the designated abbroviation and the paragraph number of the
request and response: Schening First Admissions Ne. 1.

' comara material and citotions are in tiafics.

Docunients that were admilled subject Lo the limitation that they were not offered for the truth of
the matters asserted arc indicated by an asterisk after the cxhibit number: SPX 603%,

The investigational hearings of Schoring officials that have heen admitted against Schering but
are uged for the purpose of contradicting and impeaching the trial testimony of Upsher’s [an
Troup {a purpose which is currently excluded) are marked by a superscript (*} followiny the
exhibit number.

AlIP documents, deposilions, and investigational hearings woere admitled subject to the
Adminismative Law Judge's satisfaction that complaint counsel properly proved a conspiracy and
all the required elements under the co-conspirator rule. These documents arc marked by a
snperscript (1) following the exhibit number,



L MONOPOLY POWER

A, Proof of Menopoly Power is Necded to Determine Whether Settlements Are
Anticompetitive

3.1, Complaml counsel’s cconomic expert, Professor Bresnahan, developed lis own
three-part lesi 10 delermune whether a patent infringement settlement agresment between a
branded firm and a generic [irm is anti-competitive: “{1) Does the patent holder have monopoly
power? (2} Is there a threat io that powcr? The threal need nol be a certainty; all that is required
i3 that there be a probability of entry and competition. (3) Is there a pavment to the potential
enftant Lo delay 11s entry? “I'he payment can take any form, as long as it is a nel postiive value to
the cntrant.”™ (CX 751 at 22) (4 Tr. 655-56 (Bresnahan}).

Complaint Counsel’s Response o Finding No. 3.1;

The proposcd finding is incomplele and rmsleadmg, to the extent it sugecsts that
the test employed by Professor Bresnahan was a mere invention of his, and does not rest
on sound economic bases. To the contrary, as Professor Bresnahan lestified: “The three-
part test ts the economist’s usual definition of anti-competilive conlracts but applied to
the particular contexi . . . of these agreements or agreements like these ... Tr. at 3:419

{Bresnahan).

3.2, The first prong of Professor Bresnahan®s teat, proof of monopoly power, is
cascntial to determinmyg whether the agreements are anticompetitive. {25 Tr. 6198 (Addanki)).
Proftssor Bresnahan concedes ihat the first prong of the test would not he met il neither Upsher

nor Schering were a monopolist as of Time 17, 1997, (4 Tr. 661 (Bresnahan)).



Camplaint Counscl’s Reaponsc to Finding No. 3.2:

The proposcd linding is incomplete. As Dr, Keir, Upsher’s expoert acknowledged,
the first prong of Complaint Counsel’s iest asks whether the pioncer has market power.
While this would seem to be & reasonable question, in the context it is propoesed, it is not.
It can have only onc answer. If a pioneer’s patent did not provide any market power,

there would be no reason for a generic 1o challenge the patent. Tr. at 27:6571 {Kerr).

3.3, Schering’s economic expert, Dr. Addanki, agreed with Professor Bresnahan that
the necessary first step of analysis is (o delermine whether the branded firm had monopoly power
af the time of the settlement. (24 Tr. 3630 (Addanki)} (STX 2065} (demonstrative) (4 Tr. 6G59-
64 {Bresnahan}). Dr. Addanki agreed with Professor Bresnahan that only if the branded firm had
monopoly power could a settlement he aticompetitive, {24 Tr. 5680 {Addanki )} (SFX 2065)
(demonstrative). Dr. Addanki’s analysis of whether there 1s monopoly power would also
cncompass whether there was a threat to monopoly powcer—the first lwe prongs of the Bresnahan

test. (24 Tr. 5680 (Addanki)) (SPX 2065) (demonstrative).

laint Counsel’s Response 1o Finding No. 3_3:

Compiaint counsel has no specific response.

B. Evidence Related to Monopoly Power
1. Relevant Product Market
34,  The lirst step necessary to detenmine whether a firm has monopoly power is to

determine the relevant market in which the firm competes, and to ascertain the competitive



COomStraints operating on the firm in that market. (Addanki 24 Tr, 3682). Thiz requires one to
examine the conditions in the relevant market, the finn’s market share, barriers 1o cnlry, and the
firm’s capacity to cxpand output. (24 Tr. 5682 (Addanki)).

Complaint Counsel’s Regponsc to Finding Mo, 3.4:

The proposed finding is contrary to more reliable evidence. There 18 more than
one way to determine if a firm has monopoly power. One way to determing if a firm has
market power 15 to define the relevant markct and then to evaluate the competitive
constraints operating on the [rm in that market. Using this methodology, economists
define markets as a precursor to detennining whether a finm has monopoly power,
““[ejeonomists define markets in order to cstablish the area within which competition will
decrease prices.™ 'I'r. at 6:1222 (Bresnahan).

However, an economist may also directly assess pricing affects of the product in
question. In this case there was direct evidence of the furecasted and actual impact of
generic entry on the ability of Schering to control the prices for its K-Dur 20 product.
Until there was entry of another 20 mEq potassinm chloride tablet or capsule into the
matket, a product that was rated an AB generic 1o the K-Dur 20 by the FDA, Schering
wis able to mncrease its pricas relative to other potassiwm chloride products while at the
samc time increasing its share of the total sales of potassium chlonde products. See CPF
972 - 984, Schering, Upsher and AHP all recognized that this pricing power would
continue uittil the entry of an AB raled generic 20 mEq version of K-Dur 20 tnto the
market, and that cntry ol an AB rated generic 20 mIq version of K-Dur 20 into the

matket would end that pricing power. See CPF 949 - 971, When Upsher finally entered



the market with its Klor Con M20 20 mEq generic version of K-Dur 20, the pricing
powcr ol Schering, the ability lo maimntait a high price and expand its share ol tolal
potassium chloride sales, ended. See CPF 988 - 902, Such direct evidence ol market
powcer eliminates the need for the economisl lo first define the relevant market to
demonstratc markct pewcr. Tr. at 6:1224 - 1225 (Bresnahan) {use of direct cvidence for

identifving market power is stronger than other mnethods in this case).

3.5.  This monopoly power “screen” is essential to get through belore doing anything
else to evaluale the agrecinent. {25 Tr. 6198 (Addanki)).

Complaint Counscl’s Response to Fmnding No. 3.5:

‘The proposed finding is incomplete and mizleading. While a monopoly power
“screen” 1s essential to get throngh before evaluating the settlement agreements between
Schering and Upsher and between Schering and AHP, the monopoly power screen need
noi done by defining 2 relevant market and then locking at market shares, conditions of
cotry and expansion. Monopoly power 1s the power to charge a supra-competilive price
in the absence of competition that would constrain the monopolist’s price. CPF. 1131, If
one can directiy assess pricing affects to determing that there is monopoly power, that
will satisfy the heed 1o perform a monopoly power “screen™. Tr. al 6:1224 - 1225
{Bresnahany (use of direct evidence for identifying market power is directly on poini and

stronger than other methods m this case).



a. Delermining the relevant product market requires an
examination of the substitutability of products

3.6,  The relevant market must include all products reasonably interchangeablc by
consumers for the same purposes. (6 Tr. 1171-72 (Bresnahan)). Accordingty, the product
market must be defined based on the degree of substifulion among products. (24 Tr. 5682-83
{Addanki)). One must identify all of the produets that reasonably could be substituted lor the
product al issue - here, the products that could be substituted for K-Dur 20, (74. at 5682-83).
This 18 the sct of products that will competitively constrain what Schering can do in the
marketplace, (£ 5683).

Complaint Counsel’s Regponsze to Findine No. 3.6-

The proposed finding is incomplete and oosleading. The relevant market must
include products reasonably interchangeable by consumers al competitive prices. If ata
conpetifive pnce for K-Dur 20, consumers would not consider potassium chloride
products that are not 20 mEq lablets ot capsules reasonably interchangeable for K-Dur 20,
{for reasons of convenienec, safety, or whatever) then the relevant markel that conlains K-
Dur 20 weuld not also include the products that are not 20 mEq potassium chloride (ables
or capsules. However, if there were a singe scller of 20 mEq potassium chloride tabiets
or capsules, [hal seller would then hiave an incentive to raise prices. This is becanse the
other products, not being reasonably interchangeable at competitive prices, would nol
takc away 8o many sales [rom the 20 mEq product to make such a price increase
unprofitable. The single seller of 20 mEqy potassium chloride would find it profitable to

raise prices until consumers jusl begin lo find other products reasonably interchangeahle.



If one measured the interchangeability al the monopoly prices, in order to delermine
interchangeability onc would fall mto the “cellophane trap™ or “cellophzme fallacy™ and
define the market too broadly. Measunny the interchangeability of potassium chloride
products at prices that refleet Schering’s monopoly pricing, aficr it began raising prices
above other potassivm chioride products, while at the same time it was increasing itz
share of sales, would be falling it the “cellophane trap™ or “celiophane fallacy.” See CPT

1056-10%89.

3.7.  Determination ol interchangeability requires one to delermine the purpose for
which a product is used, and te identify all the other products that could be used for the same
purpase. (fd. 5683). An examination is then made about whether these other products differ
tnatcoaily from the product at issue, and if so, whether the differences have any implications for
whether those products could substitute for the product al issue. (/4 5684).

Complaint Counsel’s Response to Finding Mo, 3.7:

The proposed finding is ineomplete and misleading. In order to determine
interchangeability one must avoid the “cellophane trap™ by mechanical application of

substilutability. Adee CPRF 3.6; CPF {(86-1089.

3.8.  Cross-clasticity of demand is another measurc of substitutability. According to
Professor Bresnahan, cross-elasticity of demand between a 20 mEq potassium chloride product
and a 10 mkq potassium chloride product exasts where a change in the price of the 20 mEBq

product affects the quantity demanded olthe 10 mbq product. (4 Tr. 688 (Bresnuhan)),



Similarly, if there were an observed tocrease in the demand for 20 mEq powders due to a higher
price far 20 mEq tablets, cross-clasticity of demand would be shown between the powder and the
tablets. {4 Tr, 659 (Bresnahan)).

Complaint Coumsel's Responsc to Finding o, 3 8:

The proposed finding is incornplele and misleading. As the proposed Gnding
notes, cross-elasticity of demand is just a lool used to measure substitution to dolenmine
whether two products are reasonably interchangeable. As such, one must be careful at
what price level the cross-elasticily of demand is measvred in order 1o avoid the

“cellophane trap” by mechanical application of sibstitutability. See CPF 1086- 1089,

3.9. The FDA’s designation of a generic pharmaceuwtical as “AB-rated,” rated or
bioequivalent, 10 a pioneer drug does not necessarily define the product market for antitrost
purposcs. {24 Tr. 5684 (Addank1)y. Indeed. Professor Bresnahan himself defined the relevant
market as consisting of 20 mEq tablets and capsnles; and a 20 mEq tablei is not bioequivalent to
a 20) mEq capsule. (#d.; 4 Tr. 675 (Bresnahan); CX 1586), An AB-rated generie is substitutable
Tor the branded product, but that does not mean that the AB-raled generic is the only potential
substitute [or the branded product. {24 Tr. 5684 (Addanki)}. There may be other substitutes.
(4. 5684},

Complaint Counsel’s Resnonse to Finding Nao. 3.9;

The proposed linding is incomplete, misleading, and irrelevanl. Product markets
are defined by which products are reasonably interchangeable with one another at the

appropriate competitive prices. See CPRF 3.6. Whether a branded drug and the generic



pharmaceuticals that “AB-rated” 1o that branded drug is sutticient to define the antitrust
product market is an cmpincal question. If consumers find that the only product that is
reasonably imterchangeable to the branded drug is AP rated generic products, than the
product market for antitrust purposes is the branded product and the AB mated gencric
products.

This finding is irrelevant because the facts of this case show that Schering had
tnarket power with K-Dur 20 without going through the intermediate step of defining the
relevant market and measuring such things as market share and entry conditions.
Schering was able to control (i.c. increase) the price of K-Dur 20, uncenstrained by other
potassium chioride products, until the inlroduction of an AB rated generie product onto
the market in September 2001, See CPF 972-987, 997-1002 (showing thal K-Dur 2{'s
pricus, sales, and share of sales increased annnally, and that K-Dur 20's generie
substitution rale was extremely low comparcd to other potassium chloride brands, despite
K-Dur 2(¥s substantially mgher price compared to those genenics); CPF 933-92 {(cniry of a

20mFq generic eroded K-Dur's sales vohmme and the 20mEq average price).

3.1{.  The existence of a patent docs also not necessarily define the product market.
(Addankit 3683). Patcnts describe only the technological uniqueness of a product, They de net
say anything about whether products that may not be technologically identical would

nevertheless be substitutes {or onc another, (fd).



Complainl Counsel’s Response 1o Finding No. 3.10:

The proposed nding is incomplete, misleading, and irclevant. Product markets
are defined by which products are reasonably interchangeable with one another al the
appropnale competbve pnees. See CPRE 3.0, Whether the patented characterisiic of a
producl so differentiates the product so that only products with the patenicd characteristic
should be included in the antitrost product market 1s an empirical question. If consumers
find that the only products that have the patented characlerislic are ressonably
interchangeable, then those products define the antitrust product market,

Tlus finding is irrelevant because the facts of this case show that Schering had
market power with K-Dur 20 without going through the intermediate step of delining the
relevant market and measuring such things as market share and entry conditions.
Schering was able to control (i.e. increase) the price of K-Dur 240, unconstrained by other
potassinm chloride products, until the introduction ol'an AB rated generic product onto
the markel in Seplember 2001, See CPF 972-087, 997-1002 (showing thal K-Dur 2()'s
priccs, sales, and share of sales increasad annually, and that K-Dur 20's gcneric
substitution ratc was cxtremely low compared to other potassiun chloride brands, despile
K-Dur 20's substantially higher price compared to those generics); CPF 988-92 (cntry of a

20mEq generic eroded K-Dur's sales volome and the 20mEq average price).

b. K-Dur 2() is one of many potassium chloride products on the
market

3.11. K-Dur is a potassium chlortde product marketed by Schering. (15 Tr. 3410-11



{Russo)). K-Duris primanly used to treat potassiwm depletion in coronary arlery disease
patients. (/d.). To treat a patienl’s coronary artery disease, physicians often presenibe products
that are also diureties, causing a depletion in potassium, referred to as hypokalemiz. (/d; 1 Tr.
125-26 (Goldberg)).

Complaini Counsel's Response to Finding No. 3.11:

Compilainl counsei has tio specific response,

3.12. K-Dur is marketed in 10 mEq and 20 mFEq dosage strenglhs. {15 Tr. 3411
{Rnsso)). The 10 mEq and 20 mEq labels dencte the amount of potassiom within the tablet. (Zd.
at 3415),

Complaint Counscl’s Response to Finding No 3.4 2:

Complaint counsel has no specific response.

3.13. There are at least 23 potassium supplements on the market. {/2. at 3414) (SPX
2209-31} (demonstralive); (CX 17). Two Schering products, K-Dur 10 and K-Dur 24, are part of
this group of 23 potassium chloride supplements, {15 Tr. 3414 (Russc)) (SPX 2200-10)
{dmnunstrativé:}, All 23 of these products compete apainst esch other in the same market, (15
Tr. 3415 (Russn)). Some of the products that Schering considered to be competitive with K-Dur
include Micro-K, Slow K, K-Tab, Kior Con § and Klor Con 10, generic KC1 tablets and
capsules, as well as “ciher tablets and capsules.” (CX 1480 al ST* 89826) (25 Tr. 6200
(Addanki)}. Schering’s documents list a mumber of other contpeting products n that market. (6

Ir. 1170 (Bresnahan)).

10



Complamt Counsel’s Response to Finding No, 3.1%:

The propesed finding is misleading, Econmmic data, as well as Schering's own
data, shows that the potassium supplement products that are not 20 mEg tablets and
vapsules, and are not AB rated to K-Dur 20 do not constrain Schering’s ability to control
(i.e. increass) its prices. See CRPF 3.28; CRPF 3.29; CRPF 3.38; CRFF 3.39: CRPF
3.60. In order to determine Mterchangcabilit}f. one must aveid the “ccllophane trap™ by

mechanical application of substitutability. See CPRF 3.6; CPF 1086-1089,

3.14.  Reports from the IMS databasc reflect that the potassium chloride supplement
catcgory includes a number of products, including K-Dur 10 and 20, Micro K, Micre K 10, Slow
K, K-Tab, Klor Con &, Klor Can 14, Klor Con M14, Klor Con M20, as well as other general
tablet/capsules and generic fonns of potassium chloride. (USX 10100 (5 'Tr. $89-90
{Bresnahan)}. Complaint counsel’s own witness testificd that in 1993 and 1994, there were al
least 15 competing potassium products, some branded and some generic. {2 Tr. 226-28, 232
(Toagarden)); see alse USX [23; USX 131 at Merck-Medeo (KG206).

Complant Counsel’s Response to Iinding Ne. 3.14:

The proposed finding is misleading, Industry data, as well as Schering’s own
dncuments, show that the patassium supplement products that are not 20 mEq tablets and
capsules, and are not AB rated 1o K-Dur 20 do not constrain Schering’s ahility to control
(1.e. increase) its prices. See CPF 972-987, 997-1042 (showing that K-Dur 20's prices,
sales, and share of sales increased annually, and that K-Dur 20's geperic substitution rate

was extremely low caompared to other potassium chlovide brands, despile K-Dur 20's

Il



suhstantially higher price compared to those generics). In order te detertnine
interchangzabilily onc musi avoid the “cellophane trap™ by mecharcal application of

substitutability. See CPRF 3.6; CFF 1086-10189.

3.15. Managed health care offers many choices of oral potassium chloride supplemcnts.
As of October 2001, there were mumerous branded and genenie polassinm chloride products on
United Healtheare™s Preforred Dirug List, {1 Tr. 126 (Geldberg)); {CX 55). In fact, therc were at
least 24 different combinations of brand and generic potassium chlovide products listed on the
2001 United Healthcare Preferred Drug List. (1 Tr. 154 (Goldberg)) (USX 277). There are
sevoral gencric manulasiurers that make differend dosages of polassium chlonide products. {1 TL
165 {Goldberg}). These potassium chloride products vary according to dosage and form. (1 Tr.
127 (Goldberg)y. United Healtheare’s Preferred Dinug List includes liquid, cffervescent tablets,
regular tablets and capsule forms of potassium chloride. (! Tr. 127 (Goldberz))

Complaint Counsel’s Response to Finding No. 3.135:

This ptoposed findmy is irrelevant. hdustry data, as well as Schermg’s owmn
documents, shew that the potassium supplement products that ave not 20 mEq tablets and
capsules, and are not AB rated to K-Dur 20 do not constrain Schering’s ability o conlrol
(l.e. mcrease) its prices. See CPF 972-987, 097-1002 (showing that kK-Dur 20' prices,
sales, and share of sales increased anmally, and that K-Dur 2()s generic substitution rate
was extremely low compared to other potassium chloride brands, despite K-Dur 20'%
substantially higher price compared to those generics). Tn order to determing

mlerchangeability one must avoid the “eellophane trap” by mechanical gpplication of

12



substitutahility. See CPRF 3.6, CPF 1086-1089,

3.16.  Asof 2001, there were numerous branded and generic potassivm chiloride
products on Merck-Medeo’s formulary. (3 Tr. 207, 216-17 {Teagarden)); (CX 56); (CX 57). For
example, there were a minimum of two potassivm ehleride bicarbomate citric acid products
available, ome branded and the other generic. (2 Tr. 210-17 {Teagarden)) (CX 57). Marck-
Medco's 2001 formulary lists numerous potassium supplements Lhat are available in tablet,

powder and solution dosage forms. (2 Tr. 207 (Teagardeny) (CX 36).

This proposed finding is irrelevant. Industry Jata, as well as Schering’s own
documments, show that the potassivm supplement products that are not 20 mfq tablets and
capsules, and are not AR rated to K-Dur 20 do not constrain Schering's abilily to control
{i.e. increase) its prices. See CPF $72-987, 857-100G2 (showing thal K-Dur 20% prices,
sales, and share of sales meorcascd annnally, and that K-Dur 20% generic substitulion rate
was extremely low compared to other potassivun chleride brands, despite K-Dur 20
substantiaily higher price comparead to those generics). In order to determine
interchangeabil ity one must avoid the “cellophane trap™ by mechanical application of

substitutability. See CFRF 3.6; CPF 1086-1089.

317, Medeo, 2 pharmacy benefit manager and Merck-Medco’s predecessor, regards 10
wEq and 20 mEq potassium chloride products to be “competing.” (2 Tr. 226 (Teagardeny);

(USX 131 al Merck-Medco 000206).

13



Complaint Counsel’s Eesponsc to Finding No. 3.17:

This proposed finding is irrelevanl. Industry data, as well ag Schering’s own
documents, show that the potassium supplement products that are not 20 mFq tablets and
capsules, and are not AB rated to K-Dur 20 do not constrain Schering’s ability to conlrol
(1.e. increase) its prices. See CPLF 972-987, 897-1002 (showing that K-Dur 20's prices,
sales, and share of sales increased anmuaily, and that K-Dur 200's generic substitulion rate
was extremely low compared Lo other potassium chioride brands, despite K-Dur 20'%
substantially higher price compared to those generics). In order to deternine
interchangeability one must avoid the “cellophane trap” by mechanical application of

substlutablily. See CPRF 3.6; CPF 1086-1089,

3.18.  The cconomiats fotr both complaint counsel and Schering agreed that there wers
many substitute products for K-Dur 20 during the relevant period. Dr. Addanki found that many
other potassium chloride products were substiiulable for K-Dur 20. (24 Tr. 5701 (Addanki)).
Profcssor Bresnahan agreed that there was somc substitution and interchangcability of use
between K-Dur 20 and other potassium chloride products, ineluding generics. (4 Tr. 744
(Bresnahan); 3 Tr. 853 (Bresnahan)).

Complaint Counsel’s Response to Finding No. 3.18:

The proposed finding 15 misleading, contradicted by other evidence, and
irrelevanl. The issue in defining antitrust markets is not whether there exist substitute

products, bul whelher the products arc reasonably interchangcable in the views of

14



consumers. Tr.at 6:1173-74 (Bresnahan). The available data on the substimtion rates for
branded potassinm chlonde produets shows thal for K-Dur 20, unlike other branded
polassium chloride products, consumers do not view other producls as reasonably
interchangeable. Durng a hime when Schering was increasing the price of K-Dur 20)
rclative to ofher potassium chloride products, almost no preseriptions for K-Dur 20 were
filled lyy other than K-Dur 20, while over half the prescriptions for two other branded
potassium chleride products were bong filled by genenc potassium chloride produets.

Rate of Substitution of Prescriptions
for Potassium Chloride Prodocts:

Product 1996 1997 1928 15999 2000
K-Dur 20 0.11% 0.10% (.06% 1.06% 0.06%
Micro-K-10 71.9% 78.2% 82.2% B4 9% K7.2%
K-Tab 39.3% 64.9% (G9.3% 74.4% 79.4%
Source: CPIF 1001,
€. Potassium chloride products are therapentically equivalent

3.19. Allpotassium chloride supplements are used to treat the same condition,
hypokalemia. {1 Tr. 123-26 (Gﬂidbﬂrg); 15 Tr. 3411 (Russo)).
Complaint Counsel’s Response o Finding No. 316:
This proposed finding is irrelevant. The igsue in deflining antitrust markets is not
whether 1wo products arc used to treat the same condition, but whether the two products
are reasonably inierchangcable in the view of consumers.  Tr. af 6:1171-72 (Bresnahim).

Indusiry data, as wcll as Schering’s own dogumcnts, show that the potassivm supplement
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proclucts that are not 20 mEq tablzts and capsules, and are not AB rated to K-Dur 2() are
not sufficiently reasonably intcrchangeable with K-Dur 20 and do not constrain
Schenng’s ability to control (1.e. increase) ifs prices. See CPF 972-987, 907-1002
(showing that K-Dur 20' prices, sales, and share of sales mcreased atmually, and thasl -
Dur 2{¥'s generic substitution rate was cxtremely low compared to other potassium
chleride brands, despite K-Dhur 20's substantially higher price compared lo those
cencrics). In order 1o determing mterchangeability one must avoid the “ecllophane trap™

by mechanical application of substitutability. See CPRF 3.6; CPF 1086-1089.

3.20. Il aphysician prescribes a spocific amount of potassium, any potassium chloride

product would be offective. (21 'Fr. 4951-32 (Freese}). A prescription for 20 mEq of potasaium

could be satisfied with a potassium chloride powder, effervescent, or ligqnid. (#< at 4953-54)

{(USX 410 at Upsher-Smith FTC-150301). Because potassiwm products are all therapeutically

mterchangeable, a pharmacist could dispense 20 mHEq of polassium chlonde in whatever product

{orm 18 appropriate for the patient. (21 Tr. 4956(Freese)).

Complaint Counsel’s Regsponse to Finding No. 3.20:

The fact that any potassium chloride product would be effective in getting a
patienl an amounl of potassum chlotide is urelevant.  The lssue it defining antlrust
markets i3 not whether two products are effective in gelling a patient an amount of
potassinm chloride, but whether the two products are reasonably inlerchangeable in the
vicw of consumers. Tr. at 6:1171-72 {Bresnahan),  Industry data, as woll as Schering™s

own documents, show that the potassiwm supplement products that are not 20 mEq lablcts
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and capsules, and are nol AR rated to K-Dur 2{ are not sufficiently reasonably
interchangeable with K-Dur 2¢ and do not constrain Schening’s ability to control {i.e.
increase) its prices, See UPF 972-087, 007-1002 (showig that K-Dur 20's prices, sales,
and share of sales increased annually, and that K-Dur 20' generic substitution rate was
cxiremel ¥ low compared o other potassium chloride brands, despite K-Dur 20’
substantially higher price compared to those gencrics).

The fact that all potassiom chloride produets arc therapceutically interchangeable,
allows a physician to prescribe potassium chloride to a patient in whatever product form
that is appropriate for thal patienl. Thal may explain why there ure so many different
forms of potassium chlonde products. However the propesed finding 15 contradicted hy
other evidence when 11 asseits that a pharmacist may dispetise potassium chloride m
whatever form 1s appropriate for the patient. The pharmaciat is not permitied to change
the form ol the potassium chloride that was prescribed by the physician, without the
latcr’s pormission. CPF 34, 26 (explaining that pharmacists cannot substitutc non-AB
rated generics for brands, which would include different dosage forms or strengths of

potassiurn chloride, without physician approval).

3.21.  Afmaintenanee, a physician will typically prescribe approximately 40 mEgs of
potassium per day. (15 Tr. 3423 (Russo)). If a doctor writes a prescription for K-Dur 20, a
patient will take two tablets, twice a day and with meals. (fd. at 3423-24). If a patienl’s
prescription is written for a 10 mEq product, the patient will have to take four 10 mEq tablets,

likely two in the moming and two 1 the eveming. (72, at 3424,
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Complaint Counsel’s Response to Finding No. 3.21:

The proposed finding is incomplste. Evidence shows that K-Dur 20 is prelerred
hecanses of its doging advantages, 1s rarely substituted with 10 mEq products, and 1s
perceived as not interchangeable with other dosage strengthz of potassium chlonde. See
CPF 1043-1069. Mr. Goldberg of Thiited Healthcare testified that there were good
rcas;ms relating to patient compliance and convenience for discouraging the substitution
of, for example, two 10 mEq tablets for onc K-Dur 20 mEq tablet, and that United
Healthcure had never considered suggesting this to its participating physicians or patient

members. Troal 1:169-70 (Goldbery).

3.22.  Just beeause a potassium chloride product 15 ot AB-rated to K-Dur 20 does not

mean that it is not therapentically interchangeable for K-Dur 20, (20 Tr. 4689-90 (Dritsas} (CX

740).

Complamt Counsel’s Response to Finding No. 3.22:

The proposed {inding is incomplete and misleading, herapeutic substitutions of
nun—Aﬁ related products cannot be made automatically at the pharmacy level, and result
in switching costs involved in getting physicians to make them. See CPF 1011-1013; Tr.
at 20:4634-4635 (Dritsas). Empinical data shows that K-Dur 20 had a very low rate of

substitution comparad to other branded potassium chloride products. CPRF 3.18.

3.23. K-Dur 20's 20 mEq dosage does not give it a therapeutic advantage over olher
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potassium chloride produects. (15 Tr. 3421 (Russo}),

Complaint Counsel’s Besponse to Finding No. 3.23:

The proposed linding is contradicted by -other evidence. As shown m ils own
marketing documents, Schering was well aware of the therapeutic advantages K-Dur 20
offcred over other potassium chloride products. CX 2 at SP 003043 (K-Dur 20 miq
Review) (slaling greater patient compliance and safety with K-Dur 200, CX 1549 at
30:15-19 {DiLascia dep.) (20 mEx dose was sullicient for prophylaxis against
hypokalemia); See alse CPF [{46-1070. In [act, Schering siresscd its therapewiic

advamtages in its promeiion of K-Dur 20, Tr. at 25:6020-2], 25:0023 (Addanki}.

3.24.  K-Dur 20 is therapeutically interchangeable with two Klor Con 10s. (20 Tr. 4655-
56 (Dritzas)). There is no category of patients wheo can only take K Dur 20 and not two Klor Con
10s. (#d. at 4661).

Complaint Counsel’s Response to Finding o, 3. 24:

The proposed finding is irrelevant and musleading. Therapeutic interchange
merely means that the two products contain the same amount of the active ingredienl.
Tharapeutic interchange docs not mean that bvo products are reasonably interchangeable.
K-12ur 20 wus tarchy substituted with Kior Con 10 at the pharmacy level. See CPRE 3,18,
see also CPF, lﬂjﬁﬁlﬁﬂ(ﬁﬁﬁludﬂandﬂnﬂﬂj Moreover, Upsher's marketing plan to
convince physicians to change their prescribing habilts Failed o convert substantial E-Thur

20 wales tn Klor Con 10, CPF I1(24-10027F
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325 Two 10 mDq rablets would effectively release in a patient’s stomach at
approximately the same rate as one 20 mEq tablet. (1 Tr. 174-75 (Goldberg)). Tf 2 pharmacist
were to give a patient two Klor Con 10 tablets, rather thao a K-Dur 20, Lhe patient would simply
take the two Klor Con tablets at the time that he was supposcd to 1ake the ome K-Dur 20 tablcl.
(20 1T, 3660-61 (Dritsas)).

Complaint Coungel’s Response 10 Finding No. 3.25:

The proposed finding is misleading, First, a phanmacist may notl simply give a
patient two Klor Con 10 tablets msiead of one K-Dur 20 tablet, Klor Con 10 is not an AB
rated generic 1o K-Dur 20, Such a substiturion would require intervention of the
prescribing physician. {:PF- lﬂl:ﬁ%j'&i{é}iﬁ]ﬁ;ﬁéﬂ evidence); see also CPF 34, 36 (explaining
that pharmacists cannot substitule non-AB rated generics for brands, which would include
ditterent dozage forms or shrengths of potassiom chloride, without physician approval).
Maorenver, a 10 mbiq tablet has less potassiun then a 20 mEgq, and & patient would have to
take morc doscs of 10 mEq tablets and have less flexibility in dosing then a patient Laking
the 20 mEq tablet. This greatly improves conventence to the patient and incrcascs paticnt
compliance. See CPF 1057-1067. That is onc of the main reasons why the market
continued Lo trend toward K-1Dur 20, (CPF 260), and K-Dur 20 had such a low
substitution rate. CPRF 3.18. Mr. Goldberg of United ITealthcare testificd Lhat there
wete pood reasons relating 1o patient comphiance and cenvenience for discouraging the
substitntion of, for example, two 10 mkq) tablets for one K-Dur 20 mEq tablet, and that
United Healthoare had never considered suggesting this to its pariicipating physicians ov

paticnt members. Tr. al 1:169-70 (Goldberg).
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326, Upsher-Smith’s 1996 marketing plan for its Klor-Con potassium products shows
that the various release rnechanisms for different potassium chloride products all delivered
potassium, and thercfore were therapeutically equivalent and comparable. (Dritsas 4693-94}
(LUSX 1549 USL 13859). In 2000, Upsher marketed 1is Klor Con products as therapeutically
substitutable for both Micro-K. and K-Dur. (Dritsas 4775-76) (USX 410 at Upsher-Smith FTC-
190322-23, 150347).

Complaint Counsel’s Response to Finding No. 3.26:

I'te proposed is comtrary to more reliable evidence and ig irrelevant. The issue in
defining antitrust markets is not whether two produets are therapeutically equivalent and
comparable, but whether the two products arc reasonably interchangeable in the view of
consumers., 1T at 6:1171-72 (Bresnahan).,  Industry data, as well as Schering’s own
documents, show that the potassinm supplement products that are not 20 mEq Lablets and
capsules, and are noi AB ralcd to K-Dwr 20 are not sufficiently reasonably
interchangeable with K-Dur 20 and do not constrain Schemng’s abilily to control (1.e.
increase} ils prices. See CPI W72-987, 997-1002 (showing that K-Dur 20's prices, sales,

- and share of sales increased annually, and that K-Dur 20's generic substitution rate was
extremely low compared to other potassium chleride brands, despite K-Dur 20's
substantially higher price comparcd to those generics). T order (o determine
interchangeability one must avoid the “cellophane trap” by mechanical application of
substituatability. See CPRF 1.6, CPF 1086-1089.

K-Dur 20 was distinct from Klor Con potassium producis beeansc of its nevel

microencapsulation technology, which reduced gastrointestinal irritation that may occur
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with the delivery of potassium chloride. CPF 1049-1056. Schering marketed this aspect

of K-Dur as & therapeulic advantage, CPEF 1069-107); CPRTF 3.23; CPRF 3.40.

3.27, Based on this evidence, Dr. Addanki concluded that there were no therapcutic
differences among potassium supplements. (24 1r. 5689-90 (Addanki)). For example, Dr.
Addanki relied m pari {for this conclusion on the facl thal Upsher’s salespeople were trained to
promotc the taking of two Klor Con 10 tableis for once E-Dur 20 tablct as providing the same
therapeutic eftect. {20 Tr. 4622 (Freese)) (24 Tr, 5091 (Addanki)). Dr. Addanki also relied on
Schering documents that suggested that decision-makers wers nat prescribing K-Dur 20 becanse
of its therapeutic attnbules, bul for other reasons. (24 Tr. 5691 (Addanki) (CX 13).

Complant Coungel’s Response to Finding No. 3.27:

The proposed finding is irrclevant and incomplete. The issue in defining anlitrust
markets is not whether there are therapeatic ditferences between two products, but
whether the two products are reasonably interchangeable in the view of consumers. 6 Tr.
at 1171-1172 (Bresnahan). Indusiry data, as well as Schering’s own documents, show
that thg potassinm supplement produets thatl are hot 20 mBy tablets and eapsules, and are
not AB rated to K-Dur 20 are not sufliciently reasonably inlcrehangeable with K-Dur 20
and do not constrain Schering’s ability to control (i.c. increase) its prices. See OPF 972-
Qg7, 997-102 (showing that K-Dur 2tFs prices, sales, and share of sales increased
amually, and that K-Dur 2(V's generic substitution rate was extremely low compareid to
other potassium chlende brands, despite K-Dur 20 substantially higher price comparsd

to those generics). In order 1o delermine interchangeability one must avoid the
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“cellophane trap™ by mechanical application of substitutability. See CPRF 3.6; CPF

1086-1059.

d. Customers viewed K-Dur 24 and other potassium chloride
products as interchangeable

328 According to complaint counsel’s own witnessces, oral potassium chlonde
producls are therapeutically equuvalent. Merck-Medco has consistently regarded potassium
chloride produets with dilferent delivery sysiems as clinically eguivalent and therefore
interchangeable. (2 Tr. 249-50 {Teagarden); (USX 123; USX 124; USX 125).

Complaint Counsel's Response to Finding No. 3.28:

‘The proposed finding is nnsleading. First, the oral petassium chloride producis
relerred lo in both the testimony and exhibits are not 20 mEg potassium chloride
supplements. They refer to 8 or 10 mEq potassium chloride products. 1. at 2: 249-50;
USX [23; USX 124; USX 125 at Merck-Medce 000169, Sscond, Merck-Medeo only
regarded products with the samc dosagc sirength as clinically equivalent and
interchangeable. For example, Merck-Medco describes as interchangoable with cach
oiher only potassium chloride tablets and capsules within the 10 mEq category. USX 124
at Merck-Medeo 000155; USX 125 al Merck-Meadeo 000167, Merck-Meadeo ulso only
describes as interchangeable and clinically equivalent swith each other only tablets and
capsules within the 8 mEq category of potassium chlorde products. UUSX 124 at Merck-
Medeo 000157, Only products with the same dosage form and strength, such as 20 mEq

tahlets and capsules, are interchangeable to Merck-Medeo.



329, Merck-Medeo cquates microencapsulaied tablcts and capsules with wax malrex
potassium chloride products. (2 Tr. 232 247-48, 250 (Teagarden)) (USX 123; TISX 124; 118X
125). Merck-Mcedeo viows branded and gencrc liquids, sustamed release tablots and capsules,
effervescent lablets, and powder potassium chloride supplements as alternative products
substitutable [or onc another. (2 Tr, 233-34, 237.38 240, 243, 255-56 (Tragarden), USX 125,
UsX 127 USj{ 128; USX 126, USX 690}, In addition, 8§ mFEq and 10 mEq products consistently
are listed as substitutable alternatives on Merck-Medeo®s formularies. (2 'I't. 234, 240, 243-44,
256 (Teagarden)) (USX 123; USX 127; USX 128; USX 690).

Complaini Counscl’s Response fo Finding No. 3.29:

The proposed finding is misleading. The exhibits cited in the linding do not
describe branded and genenic liquids, sustained release tablets and capsules, ciforvescent
tablets, and powder potassium chloride supplements as alternative prodncts substitutable
for one another. In fact, they clearly limit substitutability 1o produets with the same
dosage shrength and form — for example, 8 mEq tablets and capsulcs are listed as
interchangeable with each other. USX 124 at Merek-Medco 000157 and 000169; Tr. at
20: 4846-47 {Dritsas) (other forms of potassium chloride cannot be substituted
automalically for a K-Dur 20 tablet). The exhibits never describe products of different

| sirengths, such as an 8 mEq or 10 mEg, as subshtutable amongst cach other. USX 125 at
Merck-Medceo 000167; Tr. at 20 4846 (Dritsas} (equivalent dosaces of products of other
strengths cannot be suhstituted automatically for K-Dhur 20). To show substitutability
between dilferent forms and strengths of potassium chloride, Schermg rolics on pages of

Merek-Medeo formulanics that list all eleetrolytes tegether, The [ormularics in no way

24



mmply that all efectrolytes are interchangeable with cach other; In fact, the formularies on
the same pages and others clearly divide the products by strength and form, and base

mierchangeabilily on strength and form. USX 125; USX 127; USX 128; USX 690.

3.30.  All the potassium chloride products on Merck-Medco™ 2001 formulaty are listed »
in the samec therapeutical class. (2 Tr. 223-24 (Teagarden)) (LISX 131).

Complaint Counsel’s Response to Finding No. 3.310):

The proposed finding is misleading. See CPRE 3.29.

3.31.  All the oral potassium chloride products on United Healthcare's Preferred Drug
List are therapeutically equivalent. {1 Tr. 144-45 {(Goldberg}).

Complamt Counzel's Response 1o Finditne No, 3.51:

‘This proposed [inding 15 irrelevant and misleading. What is relevant is not
whether other forms of potassinm chloride are therapeutically cquivalent o Schenmy’s K-
Daur 20, bt whether they can constrain Schering’s pricing and the evidence is that forms
ot potassium chloride other than 20 mHq tablets and capsules cannot prevent Schering
from exercising market power. See CPF 972-987, 997-1002 (showing that K-Dur 20's
prices, salcs, and share ol sales increased annually, and that K-Dor 20% gencne
ahbstitution rate was cxtromely low compared to other potassium chloride brands, despite

K-Dur 20's substantially higher price compared to those generics).

3.32. Decision-makers at 1IMOs do vot place a premivm on K-Dur's delivery system or
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dosage form. (CX 13 al SP 003045} (24 Tr. 5691 (Addarki)).

Compfaint Counsel’s Response to Finding No, 3.32:

The proposcd linding is incomplets and misleading. The increased salely
provided by Schernng’s delivery system, and case of dosing and resultmg proater patient
cormnpliance, madc K-Dur very attractive to physicians and their patients. See CPF 1049-
1070, This was reflected in K-IDur’s dominant share of sales amongst all other polassium

chiloride products. CPF 1071-1076.

3.33. Fhysicians viewed K-Dur 20 a8 a2 product [or which there were numerous other
alternatives. {20 Tr. 4834 (Dritsas)). Indeed, in 1993, 71 percent of the prescriptions for
potassium chlorids supplementation were being written for products other than K-Dur 20. (25
Tr. 6174 (Addanki)) (CX 13}, As of August 1997, 6 out of 10 potassium chloride prescriptions
wetre for something other than K-Dur 20 (7 Tr. 1279 (Bresnahan)).

Complami Covnsel’s Response o Finding No, 3.33;

The proposed finding is incomplete and mislcading, K-Dur 20'3 sharc of all dellar
sales of potassium chloride products was much higher than its share of all prescriptions,
reflecting the differentialion of K-Dur 20 from other products and its higher price. From
1997 1o 2000, K-Dur 20's share of total prescriptions as well as its share of totat dollar
salcs of potassium chlonde produets continued lo increase as Schering raised iis price

relative to other potassium chloride products.  CPE 1076,

3.34. A company could compete with K-Dur 20 simply by convincing a physician io
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change his prescribing habits. (20 Tr. 4690 (Dritsasz)). Prescrptions for potassium chloride were
filled wath all the varicus forms of available potassium products. (%l at 4779).

Complaint Counsel’s Response to Finding No. 3.34:

1he proposed finding is contradicted by more rcliablc evidence. Upsher's
gxperience with attempting to shift physician prescriptions rom K-Dur 20 to Klor Coa 10
demonsirates thal convincing physicians to change their presciibing habits is difficuld.
See CPF 1624-1028. Also, the evidence shows that, while prescriptions for potassium
chloride products other than K-Dur 20 were filled with various generic products, therc
wils very H-tﬂﬁ substitution for K-Dur 20 at the phanmacy level, See CPF 1000-1023

{regarding automatic and therapeunc snbstitution),
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Complaint Counsel’s Response to Finding No. 3.35:

Cuomptainl counse] hias no specific responsc.

3.36.  There was significant substituiion back and forth hetween Kler Con 10 and K-Dur
20, (20 Tr. 4752 (Dmitzas)) (24 Tr. 5702 (Addanki)).

{omplamt Counsel’s Response to Finding No. 3.36:

‘The proposed finding not supported by the evidence. Before Septemmber 2001, K-
Dhur 20Ms generte substilubon rate was, at most, 0.11% — much lower than other branded

potassiunt products. CPF 1001, Schering’s own documents show that K-Dur 20 had an
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unustially low substitution rate. (CX 13 at $P 003044 (Memo, K-Dur Long Term
Strategy, March 8, 1995) (“K-Dur 20 enjoys a substitution rate of only 1%™); see afso
CPF 1002. Also, Dr. Addanki’s asserlions as to the significant substilution of K-Dur 20

ignore the relevant data. CPF 1116-1118.

3.37. Pharmacists were substituting two Klor Cou 10s for one K-Dur 20. (20 Tr. 4834
{Dritsas)).
Complamt Counsel's Response to Finding No. 3.37:
The proposed finding is not supported by the evidenec. K-Dur 20 was substituted
at a very low rate. CPT" 1001-10062. Furthermore, the sales and prescriptions of K-Dur 20
increased during the same period that K-Dur 20's relative prices increazed, proving that
consumers did not view K-Dur 2{} as reasonably mterchangeable with other potassium

chloride supplements. See CPF 973, 974, 979, Q81 982,

3.38. Dr. Addanki therelore concluded that differences between oral potassium chloride
praducts did not appear to be material or to alTect substitutability between them, (24 Tr. 5701
(Addanki). Thus, the enlire set of potassinm cbloride products that were taken orally were
substitntes for onc another and for ¥-Dur 20, (24 Tr. 5700-01 {Addanki)).

Complaint Counsel’s Response to Finding No. 3.38:

The proposcd finding is not supporied by the evidence. Suhstitulion for K-Dur 20

was very low. CPF 1001-1002. Furthermore, the sales and prescriptions of K-Dur 20

increased during the same period that K-Dur 20's relative prices increased, proving thal
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cansumers did not view K-Dur 20 as interchangeable with other potassium chloride

supplements. See CPF 973 974, 9749, 081 982

c. Schering viewed K-Dur 20 as competing in the same market as
othcr potassinm ckloride products

3.39.  Schormyg and Upsher business docunrentts and the testimorny from the pariies”
executives are an important indicator of the product market definition. {4 Tr. 680-81

{Bresnahan); 34 Tr. 8128-8129 (Bresnahan)).

The proposed findmyg 15 mcomplete, misleading, and irrelevant. The proposed
finding is incomplete and misleading becanse while such information may be important
in determining a product markct definition, one should not simply usc what marketing
docunients and executives define as the marke! lo define the market. Tr. at 34:8010-11
(explaining use of such evidence as part o “ccllophane fallacy™). Ome canrely on
tnatkeling documents, however. See Tr. at 34:8010 (Brestiahan) {lestifying one can rely
on such documents in analyzing generic substitution, for examplc), 8033-56 (lestifying
that while marketing documents arc uscful, it is not accurate to simply use what the
marketing people define as the market- they are using the word differently than
eCONOMISs); see, e.g., 1. 3:429-32, 454-535, 488-89 (Bresnahan) (using marketing
docurnenis und mlormalion from marketing employvecs only as parl of larger economic
analysis). Schenng intemnal documents showed that Schoring was primarily concerned

with the threat to K-Dut 20 posed from an AB-rated 20 mEq potassium chloride product,



as opposcd to competition rom other preducts. CPF 950-958,

The proposed finding is irrelevant because in this case, it is unncecssary Lo define
the relevant market, one can divectly assess that Schering had market power with K-Dur
20 by cxamining the conirol that Schenng exercised over the price over time. Schering
marketing documents show that Schering was able to increase sales of K-Dur 24}, beforc

September 2001, despite pricing it at a substantial premium to generic potassium chlorids

products. CPRF 338,

3.40. Schering’s K-Dur 20 was compeling in a crowdad market that consisted of all oral
polassium chloride supplements. (13 Tr. 3412 (Russo)). Schering helieved it was competing
agamst every potassium chloride product in the market. (74 at 3411). Schering did not perceive
that K-Dur 20 offered any sigmificant therapeutic advantages over other potassium chloride
praducts. (24 Tr. 5692-93, 5600 (Addanki), SPX 1111).

Complaint Counsel’s Response Lo d Finding 3.40:

The proposed {inding is contradicted by other evidence. As shown in its own
marketing documents, Schering was well aware of the therapeutjc advantages K-Dur 20
offcred over othet potassium chloride products. CX 2 at 5P 003043 {K-Dur 20 mEg
Review) {stating grealer patient compliance and safety with K-Dur 20); CX 1549 at
30:15-19 {DiLascia dep.) (20 mEq dose was sufficient for prophylaxis against
hypokalemia); See afso CPF 1046-1070. In fact, Schering stresscd its therapentic

advantages in its promotion of K-Dur 20. Tr. a1 25:6020-21, 25:6023 { Addanki).
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341, A 1998 Schenng markcting backgrounder states ihat “K-Dur compeles in a
crowded $264 millton potassivm market which continues to grow. . ..7 (15 Tr. 3412 {Rnsso))
{CX 17, CX 746) (4 Tr. 720-21 (Bresnahan)). The marketing backgrounder was created by
Schering s markcting research department in connection with the preparation of Schering’s
marketing plan. {15 Tr. 3412 (Russo).

Complaint Counsel’s Response to Proposed Finding 3.41:

The proposed finding is misleading. Seze CPRF 3.39. Also, hoth of the Schering
internal docwments cited state clearly that the generic potassium chleride products mainly
groin market share from the § and 10 mEq preducts. CX 17 at SP 003941 (K-Dur

Marketing Rescarch Backgrounder), TX 746 gt SP 23 00370 {samc document).

342, In 1996, 1997 and 1998, the potassium chloride supplement market was “very

crowded™ and “competitive.” {/d at 3412-13).

Copplaint Counsel’s Reaponse to Proposed Finding 3 43:

The proposed [inding is irrclovant. See CPRF 3.39-41,

3.43. Schenng’s 1997 K-Dur Markeiing Flan lisls compeimg potassium chloride tableis
and capsufes. (SPX 977 at SPO03R49),

Complaint Counscl’s Response to Proposed Finding 3.43:

The proposed finding is irrelevant. See CPRF 3.39-41.

3.44.  Schering perceived that K-Dur's major competitors were Klor Con and generic
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potassium chloride. (CX 20) (5 Tr. 827 (Bresnahan)). A numbcr ot Schering docnments
characlenve generic 10 mEq forms of potassium chloride as Schering's “major competitors.” (6
Tr. 1170 (Bresnahan)}. Schering’s documents refer to the 8 mEq and 10 mEqy versions of Klor
Con as major competitors for K-Dur. {/d at 1171).

psed Hinding 3.44:

Coroplaint Counsel’s Response to

The proposed finding is irrclevant. See CPRF 3.39-41,

3.45. ‘There are no Schering documents that support the notion that K-Dur 20 did not
compete with generics, with other brands, with liquids, or with powders. (24 I1. 5710
{Addanki)). Professor Bresnahan acknowlcdecd that Schering's documents regarded the “tatal
market” for K Dur 20 as all potassium chloride supplements. (3 11, 437 (Bresnahan)} (CX 133).

Complaint Counsel’s Response to Proposed Findmg 3.45:

The proposcd finding is irrelevant and misleading. See CPRF 3,394,

3.46. Based on this evidenee, Dr. Addanki concluded that Schering viewed the
marketplace in which K-Dur competed as a crowded murket, which included lower dose and
lower cost generic producis. (24 Tr. 5708 {Addanki) (SPX 977 ai SP 003846) 5708).

Complaint Counscl’s Response to Proposed Finding 3.44:

The proposed finding is irrelevemt and mislcading, See CPRF 3.39-41,

f Upsher-Smith viewed its potassium chloride products as
competing in the same market as K-Dur 20



347, Upsher-Stmith believed it wus compcting agalnst evervonc selling potassium
chloride, including K-Tab, Micro-K,, Lthex, K-Dur, and Slow K. (24 Tr. 5711 {Addanki)) (SPX
1050). Upsher focused on the cntire potassium chloride market and did not differenfizte between
dosagc strengths, (20 Tr. 4692 (Dritzas)).

Complaint Coungels Response to Proposed Finding 3.47:

The proposed finding is irrelevant and contradicted by other evidence, See CPRF
3.39. Upsher did focus its marketing atlention. as il relales lo producing its own 20 mEq
product, on K-Dur 20, See CPF 962; CPF 964-968; CX 21 at USL12832 (“Since K-Dur
20 iz currcntly the only 20 mEq SR tablet on the market, the market represents a great
oppartumty for USI.”). This finding is 2 clear example of the “cellophane frap.”™ It is
common for @ monopolist to set its price so high that some substitution with other
products may oceur, however, that does not mean that the relevant market is competitive.
CPF 16G86-108%. A monopolist may it fact “raise it prnice sufficiently above compentive
levels so that it evenirally faces some competilion from other products.™ Tr. at 34:8012-
13 (Bresnahan); CPT 1082, Therefore, this Ainding is irrelevant because if Upsher-
Smith’?. Klox Con W10 was substituted for K-Dur 20 in some cases, that iz in keeping
wilh the consequences of a monopolist’s pricing behavior. It should be noted that despite
E-Dur 20" supracompeiilive prices, subsiilution was stll exccodingly rare, especially in
relation to other potassium chloride products, {(See CPRF 3.60), and K-Dur 20 still
cnjoyed a high and inercasing portion of sales of potassium chioride products:

Share of Total Dollar Salcs
All Potassium Chloride Products:
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"o Yo % % o D
Produet share- share- share- share- share- share-
19%5 1946 1947 19498 14494 2000

K-Dur 20 46.2% 52.2% 58.3% 63.0% 04.0% 66.8%
K-Dur 10 §.2% 4. 7% 5.2% 5.6% 5.8% 6.3%
Toial E-Dur 50.4% 57.0% 63.4% 68.6% 6o 944 73.2%,
Total Upsher-Smith Klor- 6.9% 6.4% 6.5% 6.2% 5.5% 4.5%
Con
‘T'otal Potassium chloride 100% 160°%% 100"%% 100% 100% 100%%
supplements

Source: CI'F 1073,

3.48. Upsher’s doguments indicate that it was looking at the entire potassiuin chloride
market in positiening its Klor Con 10 potassiun chlonde preduct. (20 T'r. 4692 (Dristas)) (24 Tr.

5711 (Addanki)).

Complainl Counsel’s Response to Proposcd Finding 3.48:

The praposed finding is irelevant. See CPRF 3.47.

3.49.  Upsher’s training mannals throughout the 1990's noted that liquids, cffervescent
Labiets, and sustained-iclsase tablets are equally cilficlive in replacing potussium and minimizing
side effects. (21 Tr. 4950-51 (Freese)} {20 Tr. 4779 (Dritsas)) (USX 410 at Upsher-Smith FTC-

190291}

Complaint Counscl’s Response to Proposed Finding 3.49:
The proposed inding is imelevant and misleading. See CPRF 3.47-43. I should

be noted that Upsher recognized thal the market was trending towards tablcts and
capsules to the point that data regarding liquids, powders, and effervescent tablets was not
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even included in Upsher marketing data relating to pofassivm chloride, CX 1493 al
43:11-44:25 (Dolan Dep). Liguids and powders were know to have a tertible taste and
atter taste, (CX 2 at SP 0034043 (K-Dur 20 mEq Review)), this among other nepative
charscteristics made them largely unpref;rablc to solid desage forms of potassium
chloride supplements. CPF 1043-1047. LEven an Upsher-Smith training mansal notes
that the K-Dur and other pill forms mask the unpaiatable taste of potassium chloride,
{USX 410 at Upsher-Smith FTC 150231 (Klor Con Trtining Manual)), which in turn

hclps te got patients to take and slay on thal medication. See Ttr. at 2:208 (Teagarden).

3.50. Inits 1990 market share projections, Upsher assumed that the potassiunt market,
which inchided K-Dur 10, K-Dur 20 and all other potassimn products, was a $218 million
market, (2017, 4700 (Dntsas)) (USX 1549 at USL 13858).

Complaint Counsel's Hesponze to Fropoged Madinge 3.50:

The proposed finding is irrelevant. See CPRF 3.47.

3.5]1. A 1996 marketing plan for Klor Con tablets indicates that the major competitors
to Klor Con & and 10 were K-Tzb, Micro-E 10, Ethex and K-Dur 20 (20 Tr. 4691-92, 4698
(Dritsas); USX 1549 ai USL 13858).

Complaint Counscl’s Response to Proposed Finding 3.51:

The proposed [Inding is itrclevant. See CPRE 3,47,

3.52.  In June 1997, Upsher-Smith viewed the potassivm market as including a number
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of potassium chlonde products. (20 Tr, 4663 (Dritsas)). There were multiple competitors, all
with dilTerent types of promotional and pricing strategies. (/d.). The market was crowded with
very dilferent competitors. (£1).

Complaint Counsel’s Response to Proposed Finding 3.52:

The propescd finding is irrelevant, See CPRF 3.47.

353, An Upsher training manual, daled Tune 3, 1997, lisied a variety of 10 mEqg
products competing in the potassium market, inclading Klor Con 10, K-Tab 10, Klotrix 10,
Kaon-Cl, Apothecon’s preduct Micro-K 10, ESI, Medeva, Ethex, K-Dur 10, K-Dur 20 and K-
Plus.lﬂ, {20 Tr. 4738-39 (Dritgas); USX 630 at USL 15331). Themanual lisied a number of 8
mEq potassium products in the market, including Klor Con 8, Slow K, Copley 8, Wamngr
Chilcott 8, Kaon-Cl 8, Abbott 8, Micro-K 8, and K-Plus 8. (Dnulsas 4739 (USX 630 at USL
15332). Potassium powders n the market were Klor Con 20, Klor Con 25, K-Lor powder, Kay
Ciel powder and Klor-vess powder 20, (Dritsas 4739} (USX 630 at UST. 15333). K-Lor powder
is marketcd by Abbotl Laboratories, & major, multi-billion dollar pharmiaceutical company.
{Dritsas 4739-40}. Finally, at least two effervescent tablet products were in the potassium
market, Klor Con/E¥ and K-Lyte. (Dritsas 4740) (USX 630 at USL 15333).

Complaint Counsel’s Responsc to Proposed Finding 3.33:

The proposed [inding is itrelevant. See CPRE 347, CPRI 3.49,

3.54. The 2000 training Upsher-Smith manual groups potassiom chloride, potassinm

gluconate, potassinm chloride bicarbonate, and potassiuim acetate togeiher as competing lor the
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galc ol potassium. (20 Tr. 4780{Dritsas) (USX 410 at Upsher-Smith FTC-1902932)),

Conmlamnl

The proposed finding is irrelevant. See CPRF 3.47.

3.55. In 2000, Upsher conpiled a list of companics that compete with produvcts in the
potassium market, including Schering/Key, Elhex, Upsher and Ther-Rx. {20 Tr. 4800 (Dritsas)
(USX 8227).

Complamt Counszel’s Responee to Findineg No. 3.55;

Complaint counsei has no specific responsc.

3.56.  Upsher was particularly aware of the substitutability between 10 mEq products
and 20mEgq products. {(CX 190 at Upsher-Smith at FTC 138947).
omplain 1's Response to Proposcd Finding 3_56:

The proposed finding is irrelevant and mislcading. The empirical data shows thal
before a generic 20 mBq produet was launched, K-Dur 20 had an unusually low
substitution rate. See 3.60. Furthermore, before 2 generic was launched, K-Dur 20 could
still be set at supracomipetitive prices and gain » larye share of sales of potassinm chloride
producis m the face of generic versions of other potassium chloride products, such as
Klor Con 10, that were sold at substantial premiums. See CPRE 3.37; CPRF 3.47; see
also CFRF 3.66; CPRF 3.67. And Upsher was well awarc that the only significant
competitive threal thal could be posed to K-Dur 20, was a generic 20 mEBqg product, CX

1490 at 60:21-61:4 (Coleman dep.); see also CPF 964 - 968 (Upsher forecasts appreciated
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the opportunity the 20 mEq market would present to a lower-priced generie 20 mEq

cotnpeiior).

3.57. Upsher’s marketing document(s reflect the fact that K-Dur 20 “compeles directly
against the § and 10 mEq strengths™ of Upsher’s Klor Con. (5 Tr. 845 {Bresnahany: 20°1T. 4689,
4656 (Dritsas}y 46906, Dritsas 4689) (CX 740).

Complaint Counsel’'s Response to Proposcd Finding 3.57:

The proposed finding 1% irelevant and misleading. See CPRF 3.47; CPRF 3,60,

3.58. In 1996, Upsher viewed the “10/20 mEq Tablet Market” as becaming
“Increasingly competitive.” {20 Tr. 4695-96 (Dritsas) (USX 1549)).

Commlaimt Counsel’s Response o Proposed Finding 3.58:

The proposed finding is irrelevant. See CPRF 3.47.

3.59.  Upshcr was wortied that if another company entered with an AB-rated generic
version of K-Nur 10, demand for 20 mEq tablets would “collapse™ before Upgher could introduce
Klor-Con M20. (CX 190 at Upsher-5mith at FTC 138947).

Complaint Coungel's Response to Proposed FFinding 3.59:

Thiz finding is irrelevant because at the time of the settlement there was no
generic K-Dur 10 available and there were not even any filad ANIDIA's signaling anyonc's
intent to enter the market with an AB raled generic version of K-Dur 10. Upsher's

speculations on the impact of a generic K-Dur 10 product in the absence of a gencric K-
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DPur 20 docs do not alter the facls that 1) Schering was ablc to raise the price of K-Dur 20
without losing sales (CPF 972-987); 2) generic K-Dur 20 was forecasted, and did take,
substantial sales from K-Dur 20 al a substantial discount (CPF 952-971, 985-952); 33
cnly generic K-Dur 20 was forecasted, and did, force Schering to lower the price of its 20

mEq potassium supplement by launching its own generic K-Dur 20 (CPF 993-1036)

g, The substantial substitutability among potassium chloride
products was reflected in actual competition between them

(1) Managed care and other buyers drove competition
between Schering’s K-Dur 20 and generics

3.60. Mainaged care organizations, purchasing groups and pharmarists rnade (he
majorily of decisions on which potassium products would be dispensed. (20 Tr. 4751-52
{Dritsas) (USX 495 a1l TUUSL 06872)). Schering was forced 1o compete to hold omnto business as a
result of the competitive pressures in the generic market. (20 Tr. 4843 (Dritsas).

Complaint Counsel’s Response to Finding No. 3.60:

The proposcd finding is irrelevant and misleading. By stalc law, only physicians
can decide if a prescribed drug can be substituted with a non-AB rated generic verston.,
See CPF 34-36; CPF 1011-12, There was very little switching of prescriptions of K-Dur
for other potassium chloride products as shown by the following data from TMS:

Percentage of Prescniphions Written for K-Dur 20 and

Three Other Branded Potassium Chleride Prodaets Which
Were Filled hy Another Potassium Chleride Prodnct.

FProduct 15996 1997 1998 1595 2000
K-Dur 20 0.11% 100 0.0G% .06% 0.06%

39




Klor-Llon 1 2.70% 2.90% 3.50% 4.10% 3.40%

Micro-K-10 71.9% TR 2% 22.2% 84.9% £7.2%

K-Tab 34.3% 64.9% 69.3% 74.4% 78.4%

Source: CPF 1001.

3.61. Potassiom is one of the most commonly prescribed d.rugs on managed care
organizations” formulanes. {/d. at 4647-48). A formulary is a st of drugs that the physicians
keep on hand to determine whal products and what portion of the cost the managed care
organization will reimburse to the patient. (/4. at 4643).

Complamt Counsel’s Response to Finding No. 3.61:

Complaim counsel has no specific response.

3.62. [f'the branded product 15 not on the managed care organjzation’s formulary, a
patent who wanted the branded product would have to pay the entite cost of the hrandcd
product. (/d at 4648-49). Alternatively, if boih a generic and a branded product ar= on the
managod cire organization’s formulary, the patienl’s co-pay might be lower for the generic. (i,
at 4648),

Complaint Counecl’s Response to Finding No. 3.62:

Complaint counsel has no specific response.

3.63.  Asof March 1995, “several stall HMO models, including Kaiscr, FHD, and
PacifiCare [were] evaluating K-Dur’s status versus the less expensive 10 mEq penerics.™ {CX 13
at SP 603045);(4 Tr. 711 (Bresnahan)). Schering’s documents refleet that “In the next few yesrs,

the IPA/PPO organizalions will probably continue to reimburse for K-Dur 20, but sore may
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hecome more aggressive in reviewing/forcing physician preseribing behavior 1o dosing
potassium 10 mBq BID, duc fo cost.”™ (UX 13 at SP 003045).

Complaint Counscl’s Respontse to Finding No. 3.63:

The proposcd finding is irelevant. See CPRF 3.60.

3.64.  In part, managed care organizalions were driving the competition by encouraging
or cven foremg participating physicians to usc gencric potassium chloride during the March 1995
time period. (4 Tr. 709, 713 {Bresnah:m)). Indeed, there are several managed care organizalions
Lhat will not reimburse patients for a 20 mEqg product if there is a gencrically priced product on
ithe market. (20 Tr. 4647 Dritsas).

Complast Counsel’s Respense to Finding No, 3.64:

The [irst sentence of the proposcd finding is not supported by the evidence cited.
Professor Bresnahan did not affirmatively testify on the cited pages of the record that
managed carc organizalions were actually driving the compelition by encouraging or
forcing participating physicians to use generic potassium chloride in March 1593,

The prapased finding is also irrelevant. Sege CPRF 3.60.

363, Moerck-Medco was one of the managed care orpanizations that expected
pharmiacists participating in its formulary to remmd their customers ol allematives when a non-
[ormulary medication is requested. (3 Tr. 236 {Teagarden), (175X 126). Before late 2001,
Merck-Medco did not list a 20 mEq potassium chloride preduct on its fommulary. Teagarden

234; Teagarden 240-41; Teagarden 244; Teagarden 257, Teagarden 274; Teagarden 280) (USX
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at Merck-Medeo 000171; USX 127 at Merck-Medeo (11 79; TISX 128 at Merck-Medeo 0001 86;
DSX 690 at 26, CX 57 at Merck-Medeo 0G0191).

Complaint Counsel’s Regponse to Findinge No. 3.65:

The proposcd finding is incomplele and mmsleadmyg. Mr. Teagarden later testified
that K-Dur 2 was not listed on the formularies cited in the finding due to an unwiting
mistake, (Tr. at 2:272 (Teagarden)), and that older formulanes may not Liave listcd

different dosage forms separately, ‘Ir. gt 2:273-77 (Teagarden).

3.66. Merck-Medeo can provide palicnts wilh sufficient potassium without including a
20 mEq product on its formulary, as a doctor can simply prescribe two doses of the 10 mEq
sirength of potasstum chloride instead of preseribing a single-dose 20 mEq product. (3 Tr, 257-
58 (Teagarden)).

Complainl Counsel’s Response to Finding No. 3.66;

The proposed finding is not supported by the evidence. See CPRF 3.60. Alsa, the
evidence shows that third party payers as well as patients and physicians, prior to
Semeber 2001, did not consider there to be any potassinm chloride supplements ta be
sibsiriulable with K-Dur 20, See CPF 1119-1123. In fact, Upsher’s campaign targated at
physicians, to persunade physicians 1o prescribe two Klor-Con 10 tablets instead of onc K-
MDur 20 tablet failed as K-Dur 20's share ol sales increased and Klor Con 10's share of

sales was relatively flat. CPF 1024-1027.

3.67.  Inaddition to managed health carc providers, ihere were other institutional buycrs
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that torced competition among oral potassium chloride supplements. This included big buyers
like WalMart. If a company like WalMart is dissatisfied with price terms and conditions, it
knows how to exert the leverage nzeded to get better terms from and existing supplicr ot to go to
another supplier. (25 Tr. 6180 (Addanki}).

C Tainl Counge]™s Besponse 1o Finding Wo. 3.67:

The: proposcd finding 1s contradicted by more reliable evidence. See CPRF 3.60;
Enstintinal buyor Wilgreens doés ot promote thegapeuitic subititution; CPF 1020-23

(exclyded pvideiice).

(2>  Upsher-Smith directly targeted K-Dmr 20 by
emphasizing the substitutability of Upsher’s Klor Con
10 mEq proedect

3.68.  Upsher buitl demand [or its Klor Con potassium chloride preducts based on
therapeutic substtuion. {20 Tr. 4633 (Dnotsas).

Complaint Counacl’ s Regponse to Findine No. 3.68;

The proposed finding s contradicted by ather evidence, to the extent it suggests
there was significant substitution of Klor Con products for K-Dur 20. See CPRF 3.37;
CPRF 3.60. Since there were no genenc products that were AB-rated to K-Dur 20, there
was very linuted substitution for E-Dur 20 as rellected in the charts listed in CPFRE 3.37
and 3.60. This tinding reflacts the “cellophanc fallacy” or “cellophane trap™; even if non-
AR-rated generics were competing with K-Dur 20, one cannot infer from this that they
were in the same economic market as K-Dur 20, or that K-Dur 20 did not have monepoly

power in its own economic market. See CPRF 3,47, "Jhis 13 because even a monopolist
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will seck to price in the glastic part of itz demand curve, and with the priee of the
moenopaly product at such supracompetitive levels, even praducts that arc not good
substitutcs may bo encouraged to compete, See CPF 1086-1089 (showing that
respondents commit a fundamental error of economic analysis — the “cellophane [allacy™
— by arging that the presence of competitors n the presence of monopoly pricing mezans
that the alleged monopolist does not have market power).

This proposed finding is also misleading in that 1t implies a definition of the
relevant market baged on a marketing, rather than economic, meaning of the term.
Defining the relevant econontic market based on the use of the term market as defined in
a marketing context by salespeople is vastly diffevent from how it is used in the field of
econotnics, CPF 1091; Tr. at 34:87053-54 (Bresnahan). Tins i= not to say that there is no
uselul information in marketing documernts; however, the lern ag8 defined in those
documents should not be the primary basis for coconomic markel delinifion. Even in s
forecasts and markcting stratcgy Upsher recognized that the 20 mEq potassium chlondc
tablet market was distinct, and that its generic 20 mEq would be the first significant
altema?ive to K-Dur 20. See CPF 962-968; (CX 21 at TISLI12832 (“Klor-Con M2( is
position to be the first quality, low cost alemalive 1o K-Dur 20™); CX 1493 at 40: 18-

471:22 {Dolan dep) (Lpsher 1ooked at K-Dur 20 as a scparate market),

3.69. Klor Con 10 was therapeatically equivalent to K-Dur 20, (f4. at 4623}, Two 10
mEqg products could provide 20 mEq of potassium. (21 Tr. 4954 (Freese)}. [n order to commpete

apams!l Schermg’s K-Dur 20, Lpsher’s sales representatives informed physicians and managed
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care organizations that they couid more cheaply subsiziute two Klor-Con 10 tablets for one K-Dur
20 tablet. (20 Tr. 4622-23 (Dritsas)).

Complaint Counsel’s Response to Findimg No. 3.69:

The proposzed finding 18 irrelevanl. See CPRF 3.47; CPRF 3.60; CPRF 2.68. It
should be also noted that Upsher’s promotional campaign lo convince physicians Lo
substitute prescriptions for K-Dur 20 with two Klor Con 10 was an unsuceessfifl in

shifting substantial sales from K-Dur 20 to Klor Con 10. CPF 1024-1028.

370, In August 1999, Upsher-Smith ecmploved a tactic 1o encourage high prescribers of
K-Dur 20 to presctibe two 10 mEq tablets instead of one K-Dur 20. (7. al 4765-66) (USX 484
al USL 03330). Upsher trained its employees to tell doctors that rather than taking one K-Dur 20
tablet, a patient could take two Klor Con 10 tablets, {21 Tr. 4955-56 (Freese)). K-Dur 20 tablets
are scorcd, making them easier to break in half. (il Tr. 4955 (Frzese)). Recausc many patients
had to break the large K-Dur 20 tablel in half to swallow it anyway, patients could save moncy by
taking twe Klor Con 10s instead of one K-Dur 20. {20 Tr. 4622-23 (Dritsas}). Upsher's Klor
Con 20 wax matrix tablet was about the same size ag half a K-Dur 20 tablet. (/4. at 4624) (21 I'.
4955 (Frocse)y. Klor Con 10 was easier o swallow, though, because a halved K-Dur 20 tahlct
was bulky with rough cdgcs. (20 Tr. 4624 {Dxil:;us]). Klor Con 10 was round ansd aqueous
coated, a good altemative for patients complaining about swallowing a big tablet. (Id. at 4624).

Complaint Counsel’s Response to Finding No. 3.70:

The proposed finding is irrelevant. See CPRF 3.37; CFRF 3.60; CPRF 3.64.



3.71. Upsher was commnitted to targeting K-Dur 10 and E-Dur 20 pharmacy custorners
with its message of therapeutic substitution. {(fd. at 4749-50). To determine which pharmacy
customers to target, Upsher considered buying physician data revealing high prescribers of K-
Dar at a price of $10,000, {fd. at 4750) (USX 498 at USL 06872).

Complaimt Counsel’s Response to Finding No. 3.71:

The proposed finding is irrelevant. Yee CPRF 3.37; CPRF 3.60; CPRF 3.69.

3.72.  One marketing message used by Upsher was wax matrix’s comparability to
microencapsilated, extended-release products in terms of cfficacy and safely. ({4 at 4778} (USX

41( at Upsher-Smith FTC-190273).

Complaml Counsel’s Response to Finding No. 3.72:

The proposed Anding is irrelevant. See CPRE 3.37; CPRF 3600 CPRE 3.69.

3.73.  Upsher implemented therapeulic switch incentive programs through its telephone
sales force by targeting high volume K-Dur pharmacies, through visits lo the headquarters of
chains, wholesalers and managed care organizations, and by targeting long term care and select
chains. (20 Tr. £754-56 (Dritsas); (USX 1551 al TISL 13795). Upsher also sent direct mail to
high K-Dur prescribcrs about the cost savings ol usmg two Klor Con 10s instead of one K-Dur
200 (20717, 4756-58 (Dritsas) (USX 1551 at USL 13795).

Complaint Counsel’s Response to Finding No. 3.73:

The proposed finding is iirelevant. See CPRF 3.37; CPRF 3.60; CPRF 3.69.



3.74.  Upsher emphasized both quality and low cost, dentifymg K-Tab, Klotrix, K-Dur
100 and K-Dur 20 a8 its major competitors. (20 Tr. 4698 (Dritsas); (USX 1549 at USL 13858). In
1997, Upsher began using the tag line “The Economical K with is Klor Con 10 product. (20
Tr. 4757-58 (ritsas)).
Complaint Counsel's Response to Finding No. 3.74:
The proposed finding is contradicted by other more reliable evidence, to the exient
it suggesis.thal Klor Con 10 and K-Dur 20 competed in the sanme economic market. See
CPRF 3.60, CPRF 3.67. In fact, Upsher in its forecasts and marketing siratcgy
recognized that the 20 mEq potassium chloride tablet markel was distinet, and that its
generic 20 mEq would be (he first significant altiernative to K-Dur 20, See CPF U62-968;
CX 21 al USL128532 (*Klor-Con M2{} is position to be the [rst quality, low cost
alternative to K-Dur 20™), CX 1493 at 40: 18- 41:22 (Dolan dep) (Upsher look al K-Dur
20) as a separatc market). Furthermore, this proposed finding is misleading in that it bases
its definition of the relevant markcl on a marketing, rather than economic, meaning of the
term. Defining the relevant economic market bascd on the use of the term market as
defined in a marketing context by salespeople is vastiy different from how it 1s used in the

field of economics. CPF 1091; Tr. at 34:8053-54 {Bresnahan).

3.75. Inmailings to high prescribers of K-Dur in 1997 and 1998, Upsher equated af]
potassium products in temms of therapy and then tried to distinguish its Klor Con 10 as the
cheaper allemative. {{d.) (USX 480 at USL 03288). In these letters, TIpsher made a direct price

companson between Klor Con 1hand -Dur 20, stating that cquivalent dosing of Xlor Con 10
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represenled a S percent savings versus the leading brand ol 20 mEq potassium tablcts.” {20 Tr.
4759-60 (Drilsas); (IISX 480 al USL 03287, K-Dur 20 was ihe keading brand. {20 Tr. 4760
{Dritsas)). The mailings ilso reminded pliysicians of the long-rangc cost of potassium therapy
for palienls whe needed 1l for the reat of their lives. (I, at 4761-62).

Cotaplaint Counsel’s Respanse to Finding No. 3.75:

The propozed [inding is irrelevant. See CPRE 3.37; CPRF 3.60; CPRF 3.68;

CPRF 3.89.

376, Direct mailings cmphasized the quality of Klor Con and the 56 porecnt savings.
{Fd. al 4766) (USX 484 at USL 03328). These mailings continued through November 1999, (20
Tr. 4766-67 (Dritsas)) {LUUSX 484 at USL (3331

{Complaint Counsel's Response 1o Finding No. 3.76:

The proposed finding is imrelevanl. See CPRF 3.37, CPRF 3.60; CPRF 3.68;

CPRF 3.69.

377, Select chains and mail order accounts also were targeted to implement a tactic
designed to offer Klor Con 1 as a therapeutic altemative to more expensive and less profitablc
microencapsulated producis, such as Ethex 10 and Micro-K 10, (20 Tr. 4766 (Dritsas) (USX
484).

Complaint Counscl’'s Response to Finding No. 3.77:

The proposed linding is irrelevant. See CPRF 3.37; CPRF 3.60; CPRF 3.68;

CPRF 3.09.
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3.78.  Upsher also tned to cenvince managed care organizalions to list Klor Con as
preferred potassium products and/or asked that they consider not listing K-Dur at all. (20 Tr.
4699-700, 470405 Dritsas) (USX 1549 at USL 13869). Upsher lalked (o manapged care
organizations aboul the economic advantages of prescribimg Klor Con powder, Klor Con
effervescent tablets, Klor Con § mEq and Klor Con 10 mEq m an elfort to persuade them lo hist
1is products on their preferred drug formularies. (20 Tr. 4647-48 (Dritsas)). If Klor-Con 10 is on
the formulary, the physician could write a prescription for two Klor Coan 10 tablets to ensure that
the patient only has to pay the co-payment, or at least the smaller co-payment. {20 Tr. 4648-5()
Dritsas)). For example, it Klor Con were histed on the preferred formulary, a patient’s co-pay
mnay be only $3, whereas K-Dur, if not listed on the formulary, would cost the patient $23. (7. at

4705).

Complaint Counsel’s Response to Finding No. 3.78:

I'he proposed [inding is irrelevant. See CPRF 3.37; CPRF 3.60; CPRF 3.68;

CPRF 3.69.

3.79.  In 2006, Upsher redoubled its efforts to competc against the 20 mEq, increasing

its pramotion in the microencapsulated arepa. (Fd at 4781).

Complaim Counsel’s Respond to Finding No. 3.79:

The proposed finding is irelevant. See CPRF 3.37; CPRF 3.60; CFRF 3.68;

CPRE 3.69.

3.80. Upsher's 2000 training manuals focusced on selling methods to draw market share
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away Trom K-Dur 20 and included sample advertisements. {20 Tr. 4785-90, 4797-98 (Dntsas),
(USX 410 at Upsher-Smith FTC- 190347, USX 839}, USX 1005, an advertiscrent, shows
Upsher’s continuing focns on convineing physicians that prescribing two Klor Con 10z instead of
one K-Dur 20 is cheaper for paticnts and just as effective. (USX 1005) (20 Tr. 4795-97

{Dmisas)). Upsher was carelul to note that the advertiscment’s cost comparison between Klor
Con 10 and K-Dur 20 docs not necessarily reflect actual cost to the patient. (. at 479697} Yel
another advertisement conveved the message that 2 Klor Con 10 wax mairix provided the same
dose and same benefits as K-Dur 20, at a lower price, and nmght be casicr to swallow because K-
Dur 20 was a large pill. (Id. at 4622-23, 4796-97) (SPX 989); 20 Tr. 5712-14 (Addanki); (SPX
1053},

Complaint Counsel's Response to Finding No., 3.80:

‘I'e proposed finding, to the extent it asserts that Klor Con and K-Dur 20 were in
the same product market, 15 conlradicted by other more reliable empirical evidence of K-
Dur 2(¥s market performance and low incidence of gencric substitution (see CPF 972~
987 and evidence that pavers, physicians, and patients did not regard other products as
good substitutes for K-Dur 20, See CPF 1024-1070, 1119-23. Moreover, the propesad
finding is imelevani, in that the empirical evidence shows that Upsher's campaigns 1o
substilule iwo Klor Con 10% for onc K-Dur 20 was uisuccessiul in shalling substantial
salcs to Klor Con from K-Dur 20, See CPRF 3.37; CPRF 3.60; CPRF 2.62. In addition,
the fact that Upsher tricd to use Klor Con 10 to compete with K-Dur 20 is irrelevant to
whether the two products are in the same product market since, at monopely price Tevels,

even poor substitntes may appear attractive to some customers. See CPEF 1086-1089
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(explaiming that respondents’ market analyses commit (he "ccllophane fallacy™. Indeed,
Upsher’s attempt to compete with K-Dur 20 by means of Klor Con 10 i3 an examplc of
how menepoly pricing will lure even products that normally would not be considered

rood substitutes to attempt to compete. CPEF 1027,

(3)  Schering competed against other potassium chloride
products

3.81. Prescriptions of both Klor Con and genenc petassium chloride were srowing in
the tnid-1990s. (5 Tr. 823-24 (Bresnahan)) {CX 20). The share of (olal prescriptions of genetic
potassiurn chlorde rose from 25 percent in 1994 to 30 percent in 1996, (CX 746 al SP
2300382). Simnilarly, total prescriplions of Klor Con 10 rose from 11 percent in 1994 to 12
percent in 1996, (J4).

amplaint Counsel’s Besponee to Findine No. 381

‘The proposed finding is irrelcvanl. See CPRF 3.60; CPRF 3.67; CPRF 3.74.

3.82, This represenled a trend m the market towards generic potassium chloride. (4 Tr,
732 {Bresna.hm}], During the 1996 -1997 period, Klor Clon 10 sales increased 33 percent,
moving from 12 percent of total prescriptions to 16 percent. (5 Tr. 831 (Bresnahan)). Generic
potassium chlonde sales mereased during the same period, moving fiom 29 percent to 30 percent
of fotal preseriptions by 1997, (£ at 832).

Commplainl Counsel’s Respuns inding No. 3.82:

The proposed finding 1s irrelevant. See CPRF 3.60; CPRF 3.67; CPRF 3.74.



3.83.  This growth was coming at K-Dur 20°s cxpense. (CX 746 at SP 23 06039) (4 Tr
743-45, 477 (Bresnuhan}) (X 18) (SPX 901). Genetic cormpetition was growing at K-Dur 2075
CXpCNSC, in part becanse of the generics” price advantage, in part because of efforts to substimts
two 10 mEq tablets for one K-Dur 20, and also because ol managed care’s role in requiring the
usc of generics. (24 Tr. 3708, 5732-33 (Addanki)) (SPX 993 at ST 290039) (CX 20 al SP
004040,

Complaint Counnsel’s Response to Finding No. 3.83:

The finding is misleading and incomplete. Professor Bresnahan analveed sales
atvd detertiimed that there was some limited substitulion between K-Dur 20 and other
potassivm chloride producis; however, that substitution was insufficient to constrain K-
Dwur 208 pricing. Tr. at 3:483 (Bresnahan), The fact that there was some sehstimution
between K-Dur 20 and other polassium supplements is neither surprising nor probative:
""here will be some substitution [or any product, whether it's a competitive product or a
monopoly product.” Tr. at 34:8011 (Bresnahan).  Substitution is consistent with both a
competilive and monopely market. To draw an inference about the market place bascd
solely on limited substitution 1s to fall into the Cellophanc Fallacy. Tr. at 34:8010-11
(Bresnahan).

The proposed finding is also contrary to more eliable evidence. Empirical data
clearly shows that before September 2001, K-Dur 20 increased in sales and prescriplions
while its price was gomg up, and as the generic versions of other potassium chloride
products cnjoyed a substantizl price advantage. See CPRF 3.37. T'he substitution rate of

K-Dur 20 with oiher potassiurn chloride products was also exceedingly rare. See CPRF
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.60

384 Schering expected that iosses to 10 mEBq generics would worscn over ime. “As
physicians change their prescribing habits and as the senior population moves into the managed
care selting, the branded portion of the market will decrease and the potential for K-Dur vohime
prowth will be limited.” (CX 13 at SP 003046). Documenis from the March 1995 time frame
reflect concerns that staff HEMO “decision makers do not place a premium on K-Dur’s unique
delivery system and dosage form.” (CX 13 at SP 003047; (4 Tr. 717 (Bresnshan)).

Complaint Coumsel’s Response to Finding No. 3.84:

The proposed finding is irrelevant. See CFRF 3.60; CPRF 3.67, CPRF 3.74.

.83 In 1983, Schenng developed a marketing strategy to address competition from
genenc 10 mEq products. (CX 13 at SP 003046; 4 Tr. 715-16 (Bresnahan)). Schering sought to
develop brand awareness of, and brand allegiance to, the K-Dur brand to prevent sam anticipated
loss of market share to generic competition. (4 Tr. 714-715 (Bresnahan); CX 13 at SP (03044-
48},

Complaint Counsel’s Response 1o Finding No, 3.85:

The proposed finding is incomplete and misleading. See CPRF 3.60.

3.86. To accomplish this goal, Schering focused on educating physicians through its
field forcc about the need for potassium supplementation and creating an agsociation belween the

K-Dur brand name and good patient care. (15 Tr. 3421 (Russo)). Schering hoped that physicians
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would remember the K-Dur name and preseribe it. (Zd}. Il was unportant lo Schering that
physicians wrote prescriptions specifically for K-Dur 10 or K-Dur 20, because if doctors simply
prescribed polassium supplementalion, pharmacists could switch the prescription to a generic
potassium supplement. (/4. at 3418, 3420-21). |

Complant Counsel’s Response to [inding No. 3.86:

The proposed finding is irmelevant. See CPRI 3.60; CPRF 3.67; CPRF 3.74;

CPRF 3.835.

387, Asof July 1996, Schering was aggressively marketing K-Thur to gan sales from
gencrie potassium chloride prodnets. (CX 718 at 8P 23 00039) (4 Tr. 742 (Bresnahan)).
Schering hegan a targeted mail scries to promote K-Duo 20 in an effort to “blunt the contimieed
growth of generic potassium usage.” (CX 718 at §P 23 (0054); 4 Tr, 758 (Bresnahan); {CX 18
at 8P 23 00039). Schering ran a significant number of promotiona| programs over 3 ten-vear

period Lhal heavily promoted and marketed both its K-Dur products. (15 Tr. 3418-19 (Russo)).

Complamt Counsel’s Response to lfindi

_The proposed finding 2 irrelevant. See CPRIF 3,60; CPRF 3.74.
The propesed finding is also misleading. Schering’s promotional expenditures on

E-Dur were relatively small and declining by the latc 1990's. CPF 1124,

3.88. Schering was by far the leader in imvestments (n the promotion and marketling ol
potassium chloride supplements. (fd. al 3426) {6 Tr. 1176 {Bresnahan)). Schering’s promotienal

expenditures [ar excceded those of Upsher-8mith and other generic mannfacturers of generic
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products. {4 Tr. 733 (Bresnahan)),
Conmlainl Coungel’s Response to Finding No. 3.88:
The proposed finding is imrelevant. See CPRF 3.60; CPRF 3.74.
The propesed finding is alse misleading. Schering's promotional expenditures on

K-Dut were relatively small and declining by the late 1990'. CPF 1124,

3.8%.  Schering budgeted $9.5 tmillion on marketing K-Dur in 1997, (15 Tr. 3425
(Russo)} {CX 18 at 5P 23 00064). That figure docs not include an additional approximately $10
million that Schering spent on field force resomrces. (15 Tr. 3425-26 (Russo)). Schering
invested heavily in a ficld force of sales representatives that would be capahble of educating
physicians about potassium chloride products. {15 Tr. 3415-19 {Russo)).

Complaint Counsel’s Response to Finding No. 3.89:

The proposed finding is irrelevant. See CPRF 3.60; CPRE 3.74.
The propased finding is alse misleading. Schering’s promolional expenditures on

K-Dur were relalively small and declining by the late 1990's, CPF 1124,

3.90. K-Dur 10 and 20) achieved their market share through effective marketing. ({¢. at
3418). The risc in Lotal prescriptions of K-Dur 20 [rom 27 poreent ol ihe polassium chloride
supplement market in 1994 1o 32 percent in April 1996 was accompanicd by substaniial
promotional expenditures. (CX 746 al SP 23 (0382} {4 Tr. 733 (Bresnahan)).

Complaint Counscl’s Respanse i Finding No. 3.90:
The propesed linding is not supported by the evidence. See CPRF 3.60; CPRF
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3.74. The document ciled m the proposed finding actually states that promotional support
for K-Dur declined d44% rom 1994 to 1995, and 13% from 1995 as of the date the
document was produced in 1990, CX 740 at SP 23 00372.

The proposed findimg is alse misleading, Schering’s promotional expenditures on

K-Dur were relatively small and declimng by the late 19900's. CPF 1124,

3.91.  Upsher-Smith recognized that Schering did a “good job™ marketing polassinm,
although spending a great deal of money doing it. {23 Tr. 5621-22 (Troup)). With that kind of
mvestmeint, it was not surprising to Upsher-Smith that Schering was able to increase its market
share. ({d. at 5621-22).

Complaint Counsel’s Response to Finding No. 3.91:

I'his proposed finding is inrelevant. See CPRF 3.74; CPRF 3 .90,
The proposed finding is also misieading. Schering’s promotional expenditures on

K-Dur were relatively small and declining by the late 1990's. CPF 1124.

392, Consistent with Mr. Troup’s observations, Schering’s documents show that
product farmibanly and free samples. rather than any particilar feature or henefit of the product
itself, were the main reasons that physicians selected a particular polassium product. (SPX 1055)
(24 °Ir. 5700 (Addanki)). {See also id. at 5698).

{omplaint Counsel’s Responge ta Finding No, 3.92:

This proposed {inding is contradicled by other evidence. See CPRF 3.67.
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3.93.  The potassium chloride market is particularly sensitive to promotion. {15 Tr.
3418 (Russo)). To reach its goal of 3200 million in gales in 1997, Schering committed itself to
increased promwlional ectivities. (fd. at 3425) (CX 18).

Complaini Counsel's Response to Finding No. 3.93:

This proposed finding 1= not supported by the evidence. See CPRF 3.90.

3.94.  Professor Bresnahan scemns to place K-Dur 20 in its own product market bascd on
Schering’s efforts to promote K-Dur 20 as a brand, rather than on any acmal product differences
between K-Dur 20 and other potassiom chloride products. {6 Tr. 1225-26 (Brcsnahan)) (24 Tr.
5734 {Addanki)). But Profcssor Bresnahan conceded that Schering’s investment in its 1997
marketing campaign was "to take cusiomers from the generic 10 milliequivalent product.”™ (4 Tr.

758-58 (Bresnahan)).

Complaint Counsel’s Responee to Findin

The proposed finding is wrong, incomplete, and misteading. See CPRF 3.32;
CPRF 3.60, CPRF 3.74; CI'RF 3.84. This linding misstates Mrofessor’s Bresnahan's
testimony. in fact, it was Schering’s expert, Dr, Addanki, who defined the prc:.duct market
using marketing concepts rather then relying on actnal economic and substimtion data.
CPF 1082, Tr. a 24: 5709-33 (Addanki); Tr. al 34:8008-10 (Bresnahan). Professor
Bresnahan testified ihal the delineation of the product market shonld be based on the
market position of the K-Dur 20, economie data, and that Schering's promotional efforts

are irrelevant. Tr. at 6:1226 (Bresnahan).
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h. The relevant product market consists of all oral potassium
chloride sapplements

3.95. All potassium chleride supplements arc used for the same purpose and are
therapeutically cquivalent. {1 Tr. 144-45 {Goldberg)) (2 Tr. 232, 24748, 250 (Teagarden))
{USX 123; USX 124; USX 125) (21 Tr. 4951-52 (Freese)) {20 Tr. 4655-56 (Drtlsas)) (24 Tr.
5690 {Addanki)).

Complaint Counsel’s Response to Finding No. 3,95:

The proposed finding i3 incomplete and misleading. Not all of the potassium
chloridc products are interchangeable or compets with cach other directly. See CPRF

3.13; CPRF 3.28; CPRF 3.29; UPRF 3.4,

3.95. Physicians vigwed K-Dur 20 as a product for which there were numerous other
allernalives. (20 Tr. 4834 (Drilsas)).

Comnplaint Counsel’s Rasponge to Findine No, 3.96:

The proposed finding is not supported by the evidence. There is no evidence of

substitution of non-AB rated geperics for K-Dur 20 by physicians. See CPF 1024-1028.

397, Dr. Addanld looked at the cross-elasticily o demand between Schering’s products
and the other products in the market. (24 Tr. 5716 {Addanki)}. In 1997, the demand for K-Dur
20 was ¢lastic and there was sufficient cross-clasticity with other potassium chloride supplemeints
that were all in the same product market, {24 1r. 5716 (Addanki)).
onse to Finding No. 3.97:

Complaint Counsel’s Res
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"The proposed finding 1= contradicted by other evidence. Throughout the late
1990s, as K-Dr 20's prices increased, so did its share of sales and prescriptions, See

CPRE 3.47: CPF 977-987.

3.98.  Dr. Addanki also looked at whelher there were side cflect differences between
diffcrent potassium chloride products that affected their substitutability for each other. (#¢. al
5693). The primary side effect associated with polassium chloride products is the possihility of
gastrointestinal (G} irritation. (4. at 5653-93). Gastrointestinal irritation 1= not a substaniial
problem, however, ag its incidence is low for all oral potasgium chloride supplements. (25 Tr,
6163 (Addanki}). Tndeed, patients toleratc Klor Con 10 weli. (20 Tr. 4662 (Dritsas)). K-Dur 20
dacs not clinunale this potential Gl side effect. (24 Tr. 5693-95 (Addanki}). Thus, potential side
eftect issues do not allect the substitutability of other polassium chloride products for K-Dur 20.
(Id. at 5695),

Complaint Counsel’s Res

The proposed finding 18 incomplete and contradicted by other evidence, K-Dur
20's microencapsulation technology reduces GI side effects, and that is one of K-Dur's
therapeutic advantages that make it distingt from and more aliractive than gther potassinm

chloride products. See CPF 1049-1056.

3.99.  Dr. Addanki also examined compliance issues to determine whether K-Dur 20

offered a mraterial compliance advantage over other potassium chloride produeis. (f4. at S695).




The proposed finding is incomplele. But see CPL 1065-1067; CPRF 3.100; CPRF

3.103.

3.100. Although Schering’s marketling strategy for its K-Dur 20 product was to
emphasive that it conld increase patient complianee, there is no significant difference in paticnt
compliance hetween K-Dur 20 and Klor Con 10, {20 Tr. 4662 (Dritsasy). Upsher’s sales
brochures af this time referenced Klor-Con's clinical studies, which indicaled a low incidence of
adverse effects and low dropout rate, suggesting that the product was wcll-tolerated and well-

secepted by patients. (fd. at 4776-77) (USX 410 at Upsher-Smith FTC-190347).

The proposed findmg is contradicted by other cvidence. Tn his testimorny, Mr.
Dritsas admits that he is nol aware of any comparative studies or research that has been
done in the area of paficnt eompliance concerning K-Dur that would suppotl his assertion.
Tr. at 20:4662 (Dritsas). In fact, Upsher’s own expert withess and Schering’s internal
documents support the opposing asscrtion thal K-Dur 2( increases patient compliance.
Tr. at 27:6562 (Kerr) {"[1]he use of K-Dur 20 increases patient compliance compared to

earlier products.™y; CPF 1065-1067.

3.101. Dr. Addanki found that Schering”s own documents suggest that K-Dur had ccrtain
disadvantages. (24 Tr. 5696 (Addanki)) (SPX L111). One of the most common rcasons patients
switched from K-Dur 20 1o another product was GI upset, cosl, and tablet size, (SPX 1111 at SP

(04065, 004077); (24 Tr. 5697 (Addanki)).
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Compiaint Counsel’s Response to Finding No. 3.101:

The proposcd finding 15 incomplets, First, only 6% of the paticnts that started K-
Dt 20 therapy switched to anofher product in the 12 months to which the study refers.
Second, one quarter of the patients who discoutinue K-Dur 20 therapy or switch to

another product reinitiate K-Dur therapy in a later month, SPX 1111 at 5P 0040635,

3132, K-Dur 20 was a bip pill whosc size made it diffienlt to swallow. (SPX1111) {24
Tr. 5697 {Addanki}). The larze size of the tablet is & marketing ciisadvaﬂtage and creates a “‘real
challenge™ when Schering promotes it to physicians, who in twn have to educate their paticnts.
{15 Tr. 3422 (Russo}). Each K-Dur 20 tablat has a scoring, which is a line in the mmdidle of the
tahlet Lhat atlows that patient to split it in half, (f4. at 3422-23). Splilling the pill in half makes
the tablcl casier 1o swallow or mix in liquid. (& af 3423). {i also tuns the 20 mEq pill mte two
10 mIq pilla.

Complaint Counsel’s Regponse to Finding No. 3,102

The proposed finding is incomplete. K-Dur 20 has the abilily to retain sustained
release characterislics oven when the tablet is broken in haif or dissolved in water. SI'F
3.407; CPF 1063; Tr. at 13:2957 (Banker). This allows it desing tlexibility. CPF 1062-
64. In part because of this flexibility, the rate of switching was snll very low. CPF 1001,
Also, Upsher promotions to switch from K-Dur 20 to miore frequent dosing of Klor Con

10 were not suceessful. CPF 1025-27.

3.103. Upsher did not view K-Dur 20 as having compiiance advantages: *“There appears
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10 be no particular clinical advantage of one strength over another. However, the size of 20 mEqg
tablets presents swallowing issues for some patients.” (USX 393 FTC 152061 at Upsher-Smith).
Wax matrix tahlets could be smaller and easier io swallow than the microencapsulated products.
{Dritsas 4778) (USXK 416 at Upsher-Smith FTC 150302).
Complaint Counsel’s Response to Finding No. 3.103:
This finding 15 eoniradicted by other evidence. Upsher execulives were awarc of
the compliance advantages of K-Dur 20, USX 410 at Upsher-Smith FTC 190291 (Klor
Con Training Manual); CX 1434 at 40:9-13 (Dristas dep} £“[1] you can swallow it whole
rathex than taking lwo tablets, you could tuke one and some people are absolutely willing

to pay more for that convenicnee.”); CX 1453 at 29:25-31:3 (Dolan dep).

3.104, Professor Brosnahan acknowledged that there wore compliance problams with K-
Dur, including that some patients found the pill hard to swallow, some experienced stomach
iritation, some hixd the tendency fo view a potassinm supplement as a vitamnin, and others
experience stds effects such as gencral intestinal upset or nausea, (4 Tr. 725-29 (Bresnahan)). A
Schering markgt:ing decument [rom September 1996 siates that “low patient
compliance/persistency romaing the most important issue for 19977 (CX 18 at SP 23 (00039; 4
Tr. 742-43(Bresnuhan)). Elsewhere in the same document, Schering cites findings from scveral
studies on K-Dhur 20, which found that 78 percent of all patients ceased persistent use of the
product within a 12 month peried. (CX 18 at SP 23 00046).

Complaint Counsel’s Responge to Finding Mo, 3.104:

The propused lnding is misleading and incomplete. Although K-Dur 20 was not
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perlect, it substantially increased the iikelihood of patient compliance as comparcd with

other potassium chloride products. See CPRL 3.100; CPRE 3.103; CPF 1063-1067.

3.105. Prolessor Bresnahan is unaware of clinical trials that compare patient compliance
attributes of taking two 10 mEq tablets versus one 20 mEq tablet. {4 Tr. 692 (Bresnahzan)).
Complaint Coungel’s Response lo Finding No, 3.105:
The proposed finding is misieading in that it suggests the cxisience of clinical
trials of which Prolessor Bresnahan was ignorant, when in.fact counsel for Upsher
acknowledzed that no such trjals exigted. Tr. at 4:692 (Bresnahan). The proposed

finding is otherwise irrelevant. See CPF 1065-1067; CPRE 3.100; CPRE3.103.

3,106, K-Dur 20%s 20 mEq dosage mives K-Dur a slight marketing advantage. {15 Tr
3422 (Russo)y. Schering tﬂeﬁ to difierentiate K-Dur 20 from other potassium chloride produets
by promoting it a5 the oniy ence-daily 2() mEq potassium supplement on the market at the time.
(fed. at 3469-70) (CX 18). Schering marketed the drug as more versatile than the other potassium
products, advertismg that patienis could break it in half and take as lwo 10 mEq halves, or
diszolve it in water. {15 Tr. 3470 {Russo)). Stressing this flexibility in desing, Schering even
marketed “conl little straws™ that allowed patients to take K-Dur 20 as a liquid. (fZ al 3470

{Russo)).

Complaint Counsel’s Response to Finding Mo, 5.1 06:

The proposed finding is irrelevant. See afso CPF 1062-1064 (K-Dur 20 is [urther

distinguished by ils flexibility in dosing oplions).
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3.107. Schenng’s efforts to sell its oral potassium chloride supplements were not unusual
in the pharmaceutical industry. Such advertising and promotion can be a very important
dimension of competition. (25 1. 6207 (Addanki)) (USX 1090). “Markeiing plays a very
significant role™ as an instrument of competition among rivals. (USX 1009) (5 Tr. 881
(Brezsnahan)). |

Complaint Counsel’s Responge 1o Finding No. 3.107:

Complaint counsel has no specific response.

3.108. It is well recognixzed that companies in the pharmaceutical industry try to position
their products as unique, and that marketing and advertising messages arc advocacy pieces that
reflect this. {4 Tr. 682 {Bresnahan)). Thus, Schering ren a targeted mail program promoting K-
Dur 20 us the only 20 mkEq potassinm supplement. (CX 746 at SP 2300054) (4 Tr, 759
{Brosnahan)). Such promotion did give Schering # slight markelting advantage, But the relevant
product market 1s not defined by a finn’s own praduct hype or pulfing. {4 Tr, 681 (Bresnahan)).
Rather, Schering's promotional efforts to distinguish its product from ithe many other potassiv
chloride supplements demonstrate that K-Dur 20 was not a product market all by ttseil.

s2’s Response to Findine No. 3.108:

The proposed finding is contradicted by other cvidence. Schering had monopoty
power in the relevant market of 20 mEq tablets and capsules, Tr. al 3:420, 496

(Bresnahanj; see generafly CPE § X1

3.10%. Schering’s markcting c[forts led only to slight differentiation. Bocause of the
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sitmplicity of producing potassium supplements and their broad availability to conswmers,
distmguishing one’s pradnct i the marketplace is difficult. (15 Tr. 3412-13 (Russo}). Decision-
makers did not greatly distinguish between K-Dur 20 and other products. (24 Tr. 5692
(Addanka}). Accordingly, the potassium chloride market is largely undifferentiaicd, and all oral
potassium chlonde supplements are largely substitutable for one another. {15 Tr. 3412-13
(Russo)) (24 Tr. 5693 (Addanki)).

Complaint Counscl’s Response to Finding No. 3.109:

The proposed finding is contradicted by more reliable cvidence. Empirical data
shows the exceedingly low rate of substitution for K-Dur 20 despite its substantial pricing
premiurn over other polassium chloride products. See CPRY 3.18; CPRF 3.60; see

generally CPF § X1

3.110. The entire sct of potassium chlotide products that were taken orally were
substitutes for one another and for K-Dur 20. (24 Tr. 5700-01 {Addanki)). The correct relevant
preduct matket 11 this case consists of all oral potassium chlaride supplements. (74, al 5683),

Complaint Coungel's Response to Finding No. 3.110:

The proposed finding is contradicted by more reliable evidence. Empirical data
shows the exceedingly low rate of substitution for K-Dur 20 despife ils subsianiial pricing

premmum over other potassivm chloride products. See CPRF 3,18; CPRF 3.60.

2. Relevant Geozraphic Market

3.111. Proicssor Bresnahan did |itile more than asscrt there was a United States
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seographic market. (3 Tr. 496 (Bresnghan)). He did so on the assumption that the relcvant
market consists only of 2{ mEq tublets and capsules. (f4). Assuming the relevant product
market in fact consists of all oral polassium chloride supplements, Professor Bresnahan has not
proposed any geographic market. Professor Bresnaban never even proposed a geographic market
that would be justified if product markel consisted of all oral potassium chlaride supplemenis.
Professor Bresnahan never testified as to how many [oreign firms were able to sell oral
potassivm chloride sappletnents in the United Stales. He never lestified as the level of imports.
He never testified as to the level of overseas capacity that could be diverted to the United States
in respense to a small bul sigmficant price increase by Lnited States supphiers of oral potassium
chloride supplements.

Complaitit Counsel’s Response to Finding No. 3.111:

The propesed finding is incompicte and mislcading. Purchasers of potassium
chloride supplements in the United States can purchase these products only from
manufacturers who market in the United States, and whose products have been approved
for sale m the Umted States by the FDA (CTF 15-22). Schering had FDA approval to sell
its K-Dur extended reiease potassium chloride tablets, and matkeled those products, in
the United States. 1Ipsher also has FTXA approval to sell its Klor-Con M extended relcasc
potassium chlonide tablets, and markets those products, in the United States. CPF 163-
165; see also CPF 1077-1080. K-Dur 20 was the only 20 mEq pofassjium chloride Lablet
or capsule sold in the United States prior lo Seplember 2001, See, e g, CX 16 at S
003541 (K-Dar Marketing Rescarch Backgrounder, July 1, 1996); Tr. at 15:3468-70

{RE.Russa).
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C. Schering Did not Have Monopoly Power with respect to K-Dur 20

3.112. Schermg did not have monopoly powcer in the relevant product markst. (24 Tr.
5824, 5942, 3820 (Addanki). At best, it had a relatively modcst share of oral potassium chloride
supplement sales. Moreover, entry in the oral potasstum chlonde supplement market is easy, and
exisling firms can expand rapidly. Schering therefore did not exercise monopoly power will:
rcspect to K-Dur 20. (24 Tr. 5824, 5942, 5820 (Addanki)).

Complaint Counsel’s Response o Findine No., 3

Proposed Findings No. 3.112 through 3.137 are irrelevant, to the extent they
assert, and rely on the assertion, that the relevant product market is somellung other than
20 mEq potassium chloride tablets and capsules — i e., K-Dur 20 and its AB-rated generic
equivalents. See generelfy CPF 932-1128 (relevamt market defined).

Proposed Findings No. 3.112 through 3.137 also are misleading and not supported
by the evidence, to the extent that they suggesi that potassium chlonde products other
than generics that were AB-rated to K-Dur 20 compcted in the same economic market
with K-Dur 20. The evidence shows that non-AB-rated producis did not constratn K-Dur
20's pricing, sales, or share of sales of all potassinum chlerids supplements, and that such
products were rarely substituted for K-Dur 20, despite sizeable premiums in the price of
K-Dur 20 over the prices of those products. See CPF 972-987, 997-1002 (showing Lhal
K-Dur 20's prices, sales, and share of salcs increascd annually, and that K-Dar 20's
gcncric substitution rale was extremely low compared to other potassium chlonde brands,
despite the large effective discount relative to K-Dur 20 at which those generics were

offerad).
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This proposed finding alsc is contradicted by other evidence. Schering had
mononoly power in the relevant prodoet market (£ e.. the 20 mEg potassium chloride
tablel and capsule market). See CPF 932, 943-995 (Schering had markct power).
Moreover, impediments created by the Schcring *743 patent, the FDA approval process,
and state generic drug substitution laws mcﬁt that entry or expansion into the relevant

market was difficult, and took many years. Se¢e CPRF 3.127-3.137.

1. Schering’s Market Shares in the Relevant Market
3.113. To ascertain whether Schering had monopoly power with respect to K-Dur 20, the
market siiare of K-Dur 20 should be examined. (24 Tr. 5719 (Addanki)). A firm has a monopoly
only if it 15 the only supplicr ol a product for which there is no closc substimte. (34 Tr. §139
{Bresnahan}).
Complaint Counsel’s Responsc to Finding No. 3.113:
The second sentence of this proposed finding is misleading in iis citation o
Professor Bresnahan's testimony, in which he indicaicd that the textbook definition of
“monopoly” is “not the satme as an economist’s detinition of mark et power or monopoly
power.” Tr.at 34:8139-40 (Bresnahan). Professor Rresnahan later cxplained (hat a firm
with monopoly power will increase the pricc, until products that are not good substiluics
are ghle to be substituled at the margins. This dees not mean that such a firm is not a
monopolist and 1o so argue is to fall into the cellophane trap. ‘17, at 34:8195, §197

(Bresnahan) (explaining cellophane fallacy); CPF 1027, 1086-1089.
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3.114, Complaint counsel carmot properly determine K-Dnr 20F s markct share for two
reasong. Firsl, complaint coansel failed 1o establish the geographic market for orzl potaszium
chlonde supplements. Accordingly, complamt counsel cannet determine whether K-Dur 2() had
manopoly power in a properly defined geographic markedt,

Complanl Counsel’s Response to Finding No. 3.114:

This proposed finding is not supported by the evidence, which shows that the

relevant geographic market is the United States. See CPRF 3.111.

3.115. Second, all of complaint counsel’s prescription information comes from IMS data.
IMS data [ails Lo report sales by certain major chains such as Wal-Mart, (20 Tr. 4743-4744,
4675-4675, 4904-4905 (Dritsas}y. The IMS data also tends to overstate the share of larger
companies, typically. (28 Tr. 6918 (Kerr)).

Complaint Counsel’s Response to Finding No. 3.115:

This proposed findimg is incomplets and misleading. IMS data are the indusiry
standard, and are widely used and relied upon by firms in the pharmaceutical industry and
economic researchers. see Tr. at 3:471 (Bresnahan). Both Schering and Upsher
purchase, utilive, and rely upon IMS data in their business planning. See, eg., CX 13 at
SP 00304 (Memo re K-Dur long tenn strategy, March 8, 1995) (discussed at Tr. at
25:6015 (Addanki); CX 50 at USL 13474 (New Business Opportunities Klor-Can
Tablets, April 1999) (discnsscd at Tr. at 25:6138 (Addanki)). Moreover, Dr. Addanki
used IMS data during his direct Westumony (T, al 24:5742, see 236189, 25:6203-04,

25:6199-200 {Addanki)), and acknowledged the accuracy of several conclusions dravwm
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from IMS data during his cross-cxamination. See Tr. al 25:5989-90, 25:6128-33
{Addanki). The respondents themselves rely en IMS data in their proposed findings. See,
e.g., Upsher Proposed Findings No. 48, 98-103, 203, 249, 253; Schering Proposed
Findings Ne. 3.14, 3.169, 3.176, 3.201. [n addition, Mr, Audibert 1elied on 1IMS data in
making his evaluation of the Niacor-SR opportunity in June 1997, See Schering
Proposed Findings No. 1.277-1.278.

With respect to the issuc of Wal-Mart, TMS makes estimations as o daia from
Wal-Mart. CX 1496 at 61:14-21 (Dritsas dep). Those in the pharmaceutical indusiry
consider IMS data reliable. CX 1496 at 61:14-21 {Dritsas dep) (testifying that, for
evaluating and showing trends in (he market, IMS data is generally reliable and is “the

hest source that’s available™).

3.116. Between 1994 and 2000, IMS data under-reported Upsher-Smith’s actu.al sales.
{CX 72 at USL 142334-535), For example, in 2000 IMS reporied Upsher-Smith's unit salcs at
309,841,000, while Upsher-Smrth’s actual unit salcs were 487,393,000, or 57 percent more. The
magnitnde of the IMS under-report increased from 1995 (7 percent under-report) 1o 2000 (57

percent under-repaort).

Complaint Conngels Response to Finding No, 3.116:

The proposed finding is not supported by the evidence. Both USL 142534 and
142535 o CX 72 lisl ibe sowrce as IMS Data. The basis of this proposed finding is thus

unclear, For the reliability of the IMS data, see CPRF 3.115.
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3.117. Schering usually caleulated K-Dur 20°s market share on the basis of numbers of
prescriptions, which is an appropriatc way to perform these calculations. (34 Tr. 8133
{Bresnahany) (CX 1766) (25 Tr. 6161-62 (Addanki)). When Schering calculated K-Dur’s market
share it included mn the market all oral potassium chloride supplements. (C3 746 al SP 23
00382; Addanki 5720).

Complaint Counsel’s Rezponse te Finding No. 3.117:

This proposed finding is incomplets and misleading, to the extent it suggests that
nmumber and share of preschiptions are the only relevant slabistics in considenne mavkst
power. Share of reverucs 12 an importaat indicator of K-Dur 20' market powet, in that it
provides evidence that other potassivun chloride products were unable 1o restrain K-Dur
20z pricing. K-Dur 20/'s share of all potassium chloride revenues mereased from 52.2
percent in 1996 {o 66.8 percent in 2000 {approximately a 2¥ percent increase). See CPE
1073, Duning the same peried, its unit share of all potassium chlonde preduets increased
from 32.6 to 37.6 porcent of new preserptions {a 15 percent increasc), and from 30.9 to
36.3 percent ol total prescriptions (a 17.5 percent inereasc). See CPF 1076; CX 62.

The Federal Trade Commission has long recognized that market share‘s should he
calculated “using the best indicalor of firms' fuiure competilive significance. Dollar salcs
ot shipmenls generally will be used if firms are distinguished primarily by differentiation
of their products.” DOVETC, 1992 Horizontal Merger Guidelines § 1.41. The nmuch
higher share of 2ales revenues than unit sales is itsclf testimony to the fact that K-Dur 20
i5 & product dillerentiated (fom other potassium chlorides in several important wavs, See

CPE 1037-1070,
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The {zet that K-Dw 2('s share of revenues could increase at nearly twice the rate
of i1s share of unit sales, despile the availability of generic products priced one-half to
{wo-ihinds lcss, and thai at the same time all other branded potassium chloride products
were losing unit sales, revenues, and shares of unit sales and revenues to these generics
{see CPF 977-9%3, 14}76), is evidence of K-Dur 20's market power, in that it shows that
the other generic and branded products did not constrain K-Dur 20's pricing to

competitive levels.

3.118. Between 1995 and 1999, other Schering documents calculated the market share at
hetween 30 and 40 percent. {6 Tr. 1169-70 (Brcsnahan)). No Schering documents gave Schering
a 100 market share,

Complaint Connsel’s Response 1o Finding No. 3.118:

This proposed finding is incomplete and misleading. 1t is incomplete becanse

Schering also examined K-Dur’s share of total potassium chlovide Tevenucs. See, e.g.,

CX 32 at SP 004099 (K-Dur Competitive Update). Moreover, numerous Upsher

decuments discuss a “20 mEq market” it which K-Dur 20 has a 100 percent share. See,

e.g., CX 30 at Upsher-Smith FTC 152964 (2000 Plan, Jan. 10, 2000) (The “20 mEqg

market” has “one player . . . K-Dur 20"y, CX 50 at USL 13495 (New Busmcss

Qpportunities Klor-Con Tablets, April 1999); CX 149 at USL06733; CX 150 at

LSLO853R) (discussed at Tr. at 25:5987-88 (Addanki)).

It is mislcading because between 1995 and 1999, Scherng had the only 20 mEq

potassium chloride tablet or capsule in the markelplace and had 100% of the relevant
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markel. See, ¢, Tr at 24:5000, 25:5965 (Addanki) (Prior to the cntry of the AB-rated
eencric for K-Dur 20, Schering had 100 percent of 20 mTiq pnﬁ%sium chloride 1ablet and
capsule sales.); CX 50 at USL 13495 (hew Business Opportunities Klor-Con Tablets,
April 1999} {“K-Dur Market” with K-Dur 20 at 100% sharc). In overall potassium
chloride sales, K-Dur 200s share of total dollar sales increased during this time from 462

percent in 1993 to 6.8 percent in 2000. CPF 1073; see afre CPRT 3.112.

3.119. In March 1995, scventy-one pereent of the potfassium chloride prescnplions were
for products other than K-Dur 20, {6 Tr. 1275 (Bresnahan) (CX 13 at SP 003044). In April
1994, sixty-eight percent of the polassium chlonide prescripfions were for products other than K-
Dur 20} {6 Tr. 1276-1277 (Bresnahan), (CX 746) (CX 18). Of total prescriptions between 1994
and 1999, he tolal number of K-Dur 20 prescriptions was otily sHhily higher than the total
numbecr of generie preseriptions, with K-Dur 20 comprising 25.7% versus the generies” 24.1%
{1994); K-Dur 20's 28.4% versus the generics’ 27.4% (1995), K-Dur 20% 30.9% versus the
generics’ 28,9% (19490, K-Dur 20' 33.0% versus the generics” 31.1% (1997); K-Dur 20's 24.8%
versus the generics” 32.7% (1998); and K-Dur 20's 35.8 % versus the generies 33.6% (199Y),
(CX 1389 at 5P 23 00016).

Complaint Counsel’s Response to Finding No. 3.119:

Thiz prepesed finding i3 imelevant becanse the generie products on the market
during this time period did not constrain the pricing of K-Dur 20, CPF 972-995. While
the then available generic products were taking share from other potassium chloride

producis, they were not affeching K-Dur 20 See CX 16 at SP 003543 (K-Dur 20 was the
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“anly branded potassium chloride product with no AB-rated gencric™); CPF 977-983,
1076 (while sales and shares of sales of K-Dur 20 and the non-AB-rated penerics were
increasing, sales and shares of salcs of ether branded potassium chloride supplements
were declining). Almost no prescripizons written for K-Dur 20 were [Hled by another
potassium chloride product during this peried (CPF 1001; CX 43 (National Prescription
Audit Data 1996-20007}, despite annunal increases in the price of K-Dur 20, which is in
sharp conirast 1o vther branded potassium chloride products which had increasing
substitution by gencric products. CPF 1001; CX 43 (National Prescription Audit Data

1996-2000); ree aizo CPRF 3.112.

3.120. Schering’s documents show that, combined, Klor Con und the generics had a
greater market share than K-Dur. (6 Tr. 1171 (Bresnghan}). CX 746 shows that as of April
1996, K-Dur 20 had a 37 pereent market share of total preseriptions, compared with 30 percent
[or genenc products, 9 percent for Micro-K, 15 percent for Kler Con, and 9 percent for other
competitors. (CX 740 at SP 2300382).

Complaint Counsel's Response to Finding No. 3.120:

This proposed finding is irrelevant because the gencric potassium chloride
products on the market during this lime perjod, including Klor Con, did rot constrain the

pricing of K-Dur 20. See CPF 972-995; CPRF 3.119; see¢ alse CPRE 3.112.

3.121. Schering documents note that generie polassiim chloride has a higher market

share than K-Dur 20. (6 Tr. 1171 {Bresnahan)).
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(20 Tr.

Complaint Counsel’s Response to Finding Mo. 3.121:

‘This proposed finding is irrelevant, incomplete and misleading, Numerons
Lipsher documents discuss a “20 mEBqg markel” in which K-Dur 2{) has a 100 pereent
share. See, e.g., CX 30 at Upsher-Smith FTC 152864 (2000 Plan, Jan. 10, 2000) {The
“20 mEq market” has “one player . . . K-Dur 20"); CX 50 &t USL 13495 (New Business
Opportunitics Kior-Con Tablets, April 1999); CX 149 at USLO6733; CX 150 at
USLUEﬂE) (discussed at Tr. at 23:5987-88 {Addanki)).

It is irrelevant and misleading because the issuc is whether the other potassium
chloride products on the markel could constrain the pricing of K-Dur 20, which they
could not {CPF 972-995: CPRF 3.119)}, not whether other products sold more units than

K-Dur 20. See generally CPT 932-1128.

3.122. In 1997, Schering had about a 30 percent market sharc of potassium prescriplions.
4662-63 (Drnlsas); 28 Tr. 5917 (Ke)).
Complaint Connscl’s Response te Finding No. 3.122:

This proposed tinding is irrclevant and migleading. The issue is whether the other
potassium chloride products on the market conid constrain the pricing of E-Dur 20,
which they could not (CPF 972-995; CPRF 3.119), not whether other producis sold more
units than K-Dur 20. See generafly CPF 932-1128. Because the other products could not
constrain the pricing of K-Dur 20, the relevant market is fimited to 20 mKq tablets and
capsules. Schering’s share of overall potassium chleride prescriptions does not indicate

whether Schering had market power in 20 mFq tablets and capsules. Af all times np unt!
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Septermber 1, 2001, Schering had a 100% market share of 20 mEq potassium chioridc
tablets and capsules. See, e.g, Tr. al 24:5900, 25:5965 (Addanki) (Priot to the entry of
the AB-rated gencric for K-Dur 20, Schering had 100 percent of 20 mEq Potassium
chloride tablet and capsule sales.), CX 50 at USL 13495 (New Busincss Opportunities
Klor-Con Tablets, April 1999} (“K-Dur Market” with K-Dur 20 at 100% share); CPRF

3.118; see afso CPRF 3,112,

3.123. As reflected i a July 1, 1996 Schering document entitled “K-Dur Marketing
Research Backgrounder,” K-Dur 20 represenied 32 percent of total prescriptions. {CX 746 at 8P
2300382).

Complamt Counsel's Response to Finding Ne, 3.123:

This propesed finding is rrelevant and misleading. See CPRF 3.122,

3.124, Az ol Seplember 1996, Schering documents retlect that, togpether, K-Duor 10 and
K-Dur 20 had a 37 percent market share of lotal prescriptions in the potassium chloride market.
{CX 18 at 8P 23 00370; 571, ¥14; CX 746 at 23 00382; Bresnahan)). Schering’s 1997
Operating Plan for }-Dur includes market share data for both K-Dur 10 and 20. (CX 133).
According to the 1997 K-Dur Murketing Plan, the actual market share ol K-Dur 20 was actiually

less than 37 percent, (7 Tr. 1277 (Bresnahan)) (CX 18 at SP 23 00370, CX 746 at 23 00382),

Lomplzaint Counsel’s Response to Finding No. 3.124:

This propesed finding is iirclevant and misleading. See CPRF 3.122,
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3.125, The 1998 K-Dur Marketing Plan also combnnes data for both K-Dur 10 and K-
Dar 20, {CX 747) (7 Tr. 1279 {Bresnahan)). The market shave for K-Dur 20 as of August 1997
was less than 38 percent. (7 Tr. 1279 {Brcsnahan)) (CX 747 at §P 23 00091).

Complaint Counsel’s Response to Finding No. 3.125:

This proposed finding is irrelevant and nusleadmg. See CPRF 3,122,

3.126. Scherimg’s markel share does not indicate that Schering had monopoly power. (24
Tr. 5719, 5724 {Addanki), 25 Tr. 6209-10 Tr. 876 (Bresnahan)).

Complaint Counsel’s Response to Finding No. 3.126:

The proposed finding is not supported by the cvidenee. Professor Bresnahan
never testified that “Schermg’s market share does not indicate that Schermng had
monopoly power.” The eited record only contains testimony that Professor Bresnahan did
not sce Schering documents conlaining market shares with certain percentages.

The proposed finding is also misleading. Professor Bresnahan testified that
Schering’s own calculation of market share neither proves nor disproves that it has
monopoly power. “Muarket™ as used by marketing people is irrelevant fo an economic
analysis of market definition or markel power. Tr. at 34:8053-8054 (Bresnshan).

This proposed {inding is also contradicled b};." other evidence. Schering bad
monopely power in the relevant product markel (i.e., the 20 mEq potassium chlonde
tablet and capsule market), and had a 100% martket share in that market until September

1, 2001, See CPF 932, 343-995 (Schering had markct power); see afse CPRF3.112.
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2. Lack of Entry Barriers

3.127. Onc also must examine edse of entry into the relevant market to determine
whether a fimm cnjeys monopaoly power, (24 Tr. 5720 (Addanki)}. “Low barriers to eniry into
the market invite entry by ncw competitors and also expose firms well established in the market
ta the threat of potential entry. This in turn can induce those firms to hold prices, services,
quality, and developments at competilive levels.™ (25 Tr 6211-12 {(Addanki). Thus, if entry is
easy or barriers to entry are low, the cxereisc of markel power or monopoly power could be
thwarted. {25 Tr. 6210 (Addanki)).

Complaint Counsel’s Response to Finding No 3127,

The proposed finding is nrelevant to the degree Dr. Addanki is commenting on
the legal requirernent for eslablishing markel or monopoly power.

The proposed (inding is also contrary to more reliable evidence. Thete 18 ne one
way to determine monopoly power or to define a market. Economist define markets to
determine whether there is monopoly power: “Ceenomist define markets in order to
establish the area within which competition will decrease prices,” Tr. at 6:1222
(Bmmu_]h-an)_ There are many meihods used to define a market. An economist may
dircetly asscss cnilry and pricing elfect on other products, an economist may use
cconometric data, surveys, of marketing data. There was direct ovidence of the forecasted -
and actual impact of generic enfry that established Schering’s monopoly power. Carleton
and Perloff alsp agree that there are many ways to define a market and assess market
power: “Mumerous methods are used to detennine the good substitutes for a particular

product.” Tr. at 34:8129 {Bresnahan).
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3.128. Proftssor Bresnahan did nol analvze entry into potassinm chloride supplements by
Fihex, Apothecon, TSI Lederle, Medeva or Biocraft in 1996 as part of his econemic analysis in
this cage. (34 Tr. 8185 (Bresnahan)). Professor Bresnahan did not even analyze how long it took
thesc firms to begin sclling potassinm chloride. (7 at 8185-8188).

Complaint Counsel’s Response to Finding No. 3.128:

This proposed finding is imelevant, incomplete, and mistcading. Professor
Bresnahan tesiified thatl exammalion of entry conditions in the wider arca of potassium
chloride supplemenis generally was inrclevant, because the relevant product market is 20

mEq tablets and capsules. See Tr. at 34:51360.

3.129. In fact, entry bammers were low in the market for oral potassiun chloride
supplements. {20 Tr. 4725-26 (Dritsas), 24 Tr_ 3722 (Addanki)).

Complaint Counsel's Response 1o Finding No. 3.129:

This proposcd finding is contradicled by other evidence. There were several
substimtial impediments to entry into the market for 20 mEq potassium chlotide tablet
arnd capsules. Firsl, any polential enirant had to invent around Schering’s “743 patent,
and cither avoid or win any patent infringement lawsuits brought against them by
Schering {or else wait until the patent expired in September 2006). See CPF 69-73.
Second, a new enfrant would have to underge the FDA’s ANDA approval process (see
CPF 18-27), the length of which weuld depend, in parl, on whether Schering filed a

patent infringement suit and triggered a stay of up to 30 months on FDA's approval of the
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pending ANDA. For example, Upsher liled #ta ANDA for Klor Con M in March 1995,
Schering sued for patent infringement, and the parties settled on the eve of trial in Tune
1997 — over twa years after the ANDA was filed, even without the time involved in
conducting a trial. See CPL B3-87. Third, the record shows that, to be an ellective
competitor with K-Dur 20 in the relevant market, a genenic would have to be AB.—rated 1o
K-Irur 20 by the FDA, because non-AB-rated gencrics were incapable of constraining K-
Dur 20 competitively. See CPF 972-987, 997-1002 (showing that K-Dur 20's prices,
sales, and share of salcs increascd annually, and that K-Dur 20's generic substilution rate
was exlremely low compared to other potassium chiotide brands, despite the large

cffcctive discount relative o K-Dur 20) at which those generics were offered).

3.130. There were over 30 products competing as of 1997 in the potassiam chloride
market, all of which had enicred at some point. (24 1. 5721-22 (Addanki)). A number of new
compelilors entered the market in recent vears. (24 Tr. 5721 (Addanki); 20 Tr. 4715 (Dritsas)).
Scveral compamces entered the potassium chloride market in 1996, including Apothecon, ESI,
Medeva and Biocraft, (i at 4717 (Dntsas)) (USX 626 USL 15228). Apothecon in particulay
was a very low—priced competitor with a wide range of generic products, including 10 mEq
polassium products a version. (20 Tr. 4717-18 (Dritsas)). There were at least two other products
that had already been approved, K-Norm and K-Leasc, thal could enter the market, but which

were not yet in the market. {CX 4 at Upsher-Smith FTC-184403; {Addanki}).

Complaint Counsel’s Respanse to Finding No. 3.130:

The proposed linding is nrelevant. None of the firms mentioned coukd constrain the
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pricing of X-Dur 20. CPF 972-995; CPRF 3.119. Therefore, their presence is irrelevant.

Tr. ar 24:8185-80 (Rresnahan).

3.131. Ethex, onc of the major competlilers on the potassium market, did not cven have a
field foree or & sales and markebmy effort when it entered. (Etl} Tr. 4726 (Dritsas}}.
Complaint Counsel's Response to Finding No. 3.131:
Ethex did not produce 2 20 mEq potassium chloride tablet or capsule. See Upsher
Propesed Finding No. 96. Jfirms that did not produce 20 mEq tablets or capsuies did not
constrain the pricing of K-Dur 20. Therelore, the propescd tinding is irelevant. Tr. at

34:8185-80 (Bresnahan), CPRF 3.12§, 3.130.

3132, Ease of entry is also demonstrated by Upsher-Smith’s introduction of an
effervescent potassium chloride supplemant. When Upsher wanted to introducc its Klor Con
elfervescenl, 1l sitnply contacted a manufacturer, and Upsher “was on the market.” (/g at 4725-

26).

Com I_aint puntsel’s Ragponse to Finding No. 3.132:

Effervescent potassium chloride supplements do nol compeie in the same relevant
markel with K-Dur 20, CPF 1043-1048. Tharefore, the proposed finding is irrelevani.

Tr. at 34:8185-86 (Bresnahan); CPRF 3.128. 3.130.

3,132, Thus, entry was not dilicult,

Complaint Counscl’'s Responsc to Finding No. 3.133:
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‘I'his proposed finding is contradicted by other evidence. There werc several
substaniial impediments to emry into the market for 20 mEq potassivm chloride tablet

and capsules. See CPRE 3.129.

3. Ease of Expansion

3.134. Iffirms in the markel can expand cutput with relative ease, Schering could not
exercise monopoly power with reapect to K-Dur 20 (24 Tr. 5720, 5721 { Addanki).
Complaint Counsel’s Responsc to Finding MNo. 3.134:

The proposed finding is nrelevant. Since Schenng was the only fitm in the
relevant markctl, 20 mEqg polassium chloride tablets and capsules, there were no other
firms that could cxpémd within that market. Moreover, the expansion of other potassium
chloride producers who did not make 20 mEq potassium chloride tablels or capsules is
irrelevimt because such products did not constrain the pricing of K-Dur 20. CEFRF 3.128,
3.130.  This proposed finding also is coniradicled by other evidence. There arc scveral
substantial impediments to entry or expansion into the market for 20 mEq potassium

chloride tablet and capsules. See CPRE 3,129,

3.135. Fimns already in the market could cxpand output, (24 Tr. 5722-23 (Addanki)).
Apothecon’s 10 mEq market grew 80 percent in 1998, which was a significant shift in sales of
potassium chloride. (25 Tr. 6177 { Addanki)y, CX 75 at USL 142364 and CX 73 at USL 143202-
143203). In 1999, Ethex and Major increased their 10 mEq potassium chloride capsule sales

revenue by 8.4 and 19.7 pereent, respectively, and increased unil output by 56.6 and 6.1 percent,
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respectively. {CX 76 at Upsher-Smuth FTC-162110. Among 10 mEq wax matrix produccrs, K-
Tah, Qualitest, Major and Apothecon increased unit sales by 17, 100, 51 and 60 percent,
respectively. (CX 76 at Upsher-Simith FTC-162109) {Addanki 6181 USL at 162109) (25 Tr.
6181 (Addanki)). Another product, Slow-K, showed a unit increase of 41% from 1994 to 1995
(25°lT. 6181(Addanki) (USX 380. Market share moved in response to price. {25 Tr. 6182
(Addanki}.

Coniplaint Counsel’s Responss to Finding No. 3.135:

The proposed finding 1s irrelevant. Since Schering was the only firm in the
relevant market, 20 mEq potassinm chlonde tablets and capsules, thers were no other
firms that could expand within that market. Moreover, the expansion of other polassium
¢hlonde producers who did not make 20 mEq potassium chioride tablets or capsules is
irrclevant, because such products did not constrain the pricing of K-Dur 20, CPRF 3.128,
3.130. This preposed finding slso is contradicted by other evidence. 'There are several
substantial impediments o eniry or expansion into the market for 20 mEq potassium

chlonide tablet and capsulcs. See CI'IRF 3.129,

3.136. The wockly sales of a variety of oral potassium chloride supplements show that
products may expand or contract cuiput quite rapidly. (SPX 2282) (demonstraiive) (24 Tr. 5723
(Addanki)}. Fer example, Ethex 10 grew markedly from May 1297 through November 1999,
while Kao Chlor lost share. (fd.) {SPX 2282} (demonstrative) (20 Tr. 4717 {Dritsas}). Klor Con
B0 gained about 8 percent in sales in 2001, (25 Tr. 6200-01 (Addanki)) (CX 1430). Potassimm

chioride 10 and 20 mEq producers have besn able to incrsase their sales by as much as 1,370.8
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percent from one year to the next. (UX 75 at USL 142364; CX 73 USL at 143202-143203),
Complaint Counsel's Response o Finding No. 3.]36:

The proposed inding is irrelevant. Since Schering was the ortly firm in the
relovant market, 20 mEq potassium chloride tablets and capsulcs, there were no other
fitms that could expand within ihat market. Morcover, the cxpansion of other potassium
chloride producers who did not make 20 m¥q potassium chloride tablats or capsules is
irrelevant, becanse such products did nol conslrain the pricing of K-Dar 20. CPRF 3.128,
3.130. Thas propased finding is contradicted by other ¢vidence. There are several
substantial impeditnents Lo enlry or expansion iato the market for 20 mEq potassinm

chioride tablet and capsules. See CPRE 3.129.

3.137. The dramatic shifts in sales velume among firms indicate that firms can cxpand
output relatively quickly. This is evidence that Schering did not have monopoly power, (24 Tr.
5724 (Addankiy).

Complaint Counscl’s Response to Finding No. 3.137:

"T'he proposed finding is irrelevant. Since Schering was the only firm in the
relevant market, 20 mFq potassinm chloride tableis and capsules, there were no other
firms that could expand within that market. Moreover, the cxpansion of olher potassium
chloride producers who did nol make 20 mEgq potassium chloride tablets or capsules is
imrelevant, because such products did not constrain the pricing of K-Dur 20. CPRF 3.128,
3.130.

This proposed finding also is contradicted by other evidence. There are several
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gubstantial impediments 1o entry or expatsion mlo the market for 20 mEq potassium
chloridc tablet and capsulcs. First, any potential enirant had to invent around Schering’s
743 patent, and cither avoid or win any palent infringement lawsuits browght against
them by Schering (or else wait unhl the palent expired in September 2006). See CIF 63-
73. Second, a ncw entrant would have to underpo the FDA’s ANDA approval process
{see CPF 18-27), the length of which would depend, in part, on whether Schering filed a
patent infringement suit and triggered a stay of up to 30 months on FDA’s approval of the
pending ANDA. For example, Upsher filed 1ts ANDA for Klor Con M in March 1995,
Schering sued for patent infringement, and the parties settled on the eve of trial in June
1597 — over two years after the ANDA was liled, cven withoul the ime invoived in
conducting a trial. Yee CPF 85-87, Third, the record shows thal, 10 be an effective
compelitor with K-Dur 20 i the relevant market, a generic would have to be AB-rated to
K-Drur 20 by the FDA, because noti-AB-rated generics were incapablc of constraining K-
Dur 20 competitively. See CPF 972-987, 997-1002 (showing that K-Dur 20's prices,
sales, and share of sales increased antually, and thal K-Dur 20's generic substitution raﬁ
was extremely low compared to other potassium chloride brands, despite the large

cliective discount relalive to K-Dur 20 at which those generics were offered).

4. Sales of K-Dur were expanding
3.138. Schering’s documents reflect that Schering was seeking to expand sales and to
engage in advertising and promotional activities that stimulale demand for the product. (24 Tr.

5744 {Addanki)). Such activities have the effcet of cxpanding oulput. (fZ). Dr. Addanlka
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analyzed Schering’s output as part of his analysiz of whether Schering had monopoly power.
{Id.). Increasing sales is not a hallmark of monopoly. {25 Tr. 0159, 6171 {Addanki)). Raiher, a
monopolist wants to restrict oulput. {24 Tr. 5745 {Addanki)).

Complaint Counsel’s Response 10 Finding No. 3.134:

An atternpt to expand outpul is nol evidence that a firm dees not have monopoly
power, since even a monopolist is 1o be cxpocted to want to increase its unit sales, albeit
through means other than price cutting. CPF 1124 (Schenng’s promotional activity docs
nol mean K-Dur 20 did not have monopoly power). Increases in K-Dur 20 sales were not
duc cxclusively, or even pnmanly, lo Schering marketing and detailing. See Tr. at
25:6038-41 (Addanki) (acknowlcdging that K-Dur received only minimal promoticnal
support from Schering). K-Dur’s promotion-to-sales raiios on promotional spending
(providing only “minimal defail and promoticnal support™) were low by industry
standards, and were decliming during the late 19903, CPF 1124 (Scherug’s promotional
activily does not mean K-Dur 20 did not have monopoly pewer). K-Dur 20 commercial
sucecss rested, instead, primarily on: (1) the absence of a generic product AB-rated to K-
Dur 20, which prevented automatic substitution of generics for K-Dur 20 at the pharmacy
level (see CT'F 986-1028Y; and (2) K-Dur 20's unique combination of physical
characteristics, which preally enhanced patient safety, convenicnes, and complianes (see
CPF 1037-1070), and eaused cusiomers and physicians to view other potasgium chloride
supplements as poor substituics for K-Dur 20, See CPF 1024-1036, 1069-1070, 1119-

1133,

86



3.139. Schering’s sales of K-Dur 20 did expand. From 1990-1996, K-Dur 20 grew morc
rapidly in units than did the rest of the potassium chloride market. (CX 79 at USL 133066).
Schering’s sales continned o expand between 1996 and 2000. (34 Tr. 8181 (Bresnghan)).
Aceording to Prolcssor Bresnahan, between 1997 and 2001, K-Dur output increased by one-
quarter (25 percent) from 300,000 TRX to 1,000,000 TRX. (34 Tr. 8181 (Bresnshan)}.

Complaint Connsel’s Response to Finding No.3.139:

Complaint counsel has no specific response.

3.140. Thus, Schering had an “output-cnhancing role, not an output-shrinking role.” {24
Tr. 5744 (Addanld)). That is the antithesis of how a monopolist behaves. (Jd).

Complaint Counsel's Response to Finding No. 3. 140:

An allempl to expand output is not evidence that a firm docs not have monopoly
power, sitice even a monopolist is 10 be expected to want to increase its unit szlcs, albeit
through means other than price eutling. CPF 1124 {Schering's promotional activity does
not mean K-Dur 20 did not have monopoly power). Schenng’s increase in sales when it
wis raising prices {CPF 972-49¥4) means that Schering had market powet, not ihat 1t did

not. See Tr. at 3:431-432, 3:475-476, 5:478-481, 3:483, 6:1227-1229 (Bresnzhan).

D. Professor Bresnahan’s Conclusion that Schering Had Monopoly Power Is
Not Supported by the Evidence

1. Professor Bresnahan incorrectly defined the product market

3.141. Professor Bresnahzan concedes that cconormists uge a mumber of methodologies to
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defme markets, including measuring which products arc particular closc substitules for other
products, reviewing survey data of what people choose and what lhey would choosef
competitive conditions changed, and relying on the content of marketing documents as the main
carrier of the markel definition. (61T, 1224 [E-irﬂ.ﬁnahan}]. Prolessor Bresnahan used none of
these methods.

Complant Counsel's Respongsc to Finding No. 3.141:

The finding iz incomplete, misleading, and contradicted by other evidence ta the
extent that it indicates Professor Bresnahan did not examine the substittability of other
products, the behavior of potassium supplemenl consumers under the changing conditions
of the marketpiace in the refevant period ol time, or uscd the content of marketing
documents as carrving somc information uscful to defining the relevant market. The
finding is contrary to more reliable evidence to the extent that it asserts the use of these
nmictheds arc necessary 0 examining the economic relevant market.

Professor Bresnshan is an industrial organization economist. Tr. at 3:381; 3:407
(Schering counscl JTohn Niclds stating, “Dr. Bresnahan is clearly an expert in industrial
organization economics.”). Professor Bresnahan was retained to assess whether the
settlement agreement between Upsher-Stmth and Scheting-Plough delaved generic entry
and harmed competiiion. Tr. at 3:408 {Brcsnahan).

Profeszor Bresnahan possesses all ol the qualifications necessary to detenmine the
amount and quality of information required in asscssing the market definition, Dr.
Bresnahan is a distinguished protessor of economics at Stanford University. Tr. at 3:381

{Bresnaharn); Saz CX 804 (enmiculum vitas of Professor Rresnahan). He is a fopmer chief
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economist of the Antitrust Division al the Department of Justice. In that posilion,
Professor Bresnahan worked on the economie anatysis of Microsoft’s monopoly power.
Tr. at 3:388-91 (Bresnahan). Professor Bresnahan has edited several books. Ong such
baok, The Feonomics of New Goods, examined issues relating to new goods, inciuding
competition between new and existing goods. This book included the use of techniques -
wiich are relevant to this case. Tr. at 3:397-401 (Bresnahan). Professor Bresnahan has
published over thirly arlicles in books and scholarly joumals. Tr. at 3:402-403
(Bresnahan). The measurement of market power is the subjcet of many of these articles.
Tr. at 3:403 (Bresnzhan). Frofessor Bresnahan has piongered tools uscd to assess market
power, particular |y in the context of antitrust matier. Tr. at 3:404 (Breznahan}.

Professor Bresnuhan reviewsd documents conlaming mformation on substitidion
and patterns of usage during the changing conditions of the matkelplace. Professor
Bresnahan reviewed marketing documents and relied on information contained within
these documents. Ilowever, Professor Bresnahan expressly rejected the use of Lhe word
“tnarkel” by marketeers as relevant to a defimilion of the relevant economic markei.

For example, Professor Bresnahan reviewed and iestified about the 1997 K-Dur
Marketing Plan, a document produced by Schering, which contains information on
substitution and petterns of usage. CX 18; Tr. at 3:455-56 (Bresnahan). Prolessor
Breanahan reviewed the information in this document regarding possible substitution by
physicians, pharmacists, and patients of K-Dur 24 with two 11 mEq tablets. CX 1S at SP
23 00049, 58, 63 (“1997 K-Iur Marketing Plan™). He also reviewed information in this

document cencerming managed care providers’ patlemns of usage. CX 18 at 8P 23 00042-

59



44, 48-49. Hereviewed the information in this document concemning patterns of usage by
physicians, phanmacists, and hypokalemic patients. CX 18 at SP 23 60039, 43-47. He
revicwed the information m this document concerning paticms of usage by phartnacy
benefit managers, hospitals, federal agencies and state Medicaid plans, CX 18 at ST 23
00039, 42-44, He reviewed the information in this document conceming patterns and
practices of drug wholesalers. CX 18 al SP 23 00039, 45.

Surveys are not the best evidence for examining the economic issues relevant to
this case. Professor Bresnahan is aware of the use of surveys in connection with defining
the relevant markct. Professor Bresnahan considered the reliance on surveys to be a
weaker methodology than the peneral economic literature on the cficel of A-B rated
peneric entry, the direct evidence ol what occwred when an A-B rated generic for K-Dur
20 cntered the market, the assessments of market participants about the effect of entry by
an A-B rated generic for K-Dur 20, and the market participants® expianations of the
reason for this cffeet. Tr. at 6:1223-25 (Bresnahan).

Professor Bresnahan was aware of and did consider the physical characteristics of
the K—Dm 20 Lablet. Mespite the physical characteristics and side-cffects of K-Dur 21,
Professor Bresnahun found little evidence of substituiion by consumers. Tr. at 4:725-29
(Bresnahan) (testimony ciled in the finding above). Professor Bresnahuan concluded that
the actual negative physical attributes and side-ettects of K-Dur 20 were not significant
because the negative physical attribaites and side-effects did not lead consiumers to
subsitute other products to the cxtlent that the other products poscd “sigrn Acanl

competilive constraints” to K-Dur 20. Tr. at 3:432, 34:8035-8039 {Bresnahan).
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Therefore, these negative physical attribules and side-effects “did’t make it into [his]
report .7, Tr. at 4:625 (Bresnahan) (Quoting Upsher counsel Mark Gidley).

Prolessur Bresnahan reviewed and addressed market share breakdown(s] from the
liles of finms sell potassium supplements. As a distinguished economist, Professor
Brestahan understands that in assessing the relevant market it is a mistake to rely on the
word "market” ag used by marketeers. Tr. at 34:8010-11 (Bresnshan) {cxplaining that the
mistaken reliance by Addanki on these kind of documents led Addanki into the
Cellophane fallacy). “lthink -- I think that if you -- the very -- just the fact that it says
that there's some competttion, if you take that to mean they are necessarily in the market,
then you've fallen into a cellophane trap.” Tr. at 34:8195 (Bresnahan) (responding on
cross-examination as to how an economist should properly utilize Lhe information
contamed in marketing documents).

Professor Bresnahan did not seek additional documents beeanse he was aware that
"[e]ven a monopoly may raise its price sufficiently ahove competitive levels so that
eventually it [aces some competition from other products. Just because a monopolized
product faces closc demand substitutes at the monopoly price, it does not follow that the
firm producing the prodoct has no market power (though it may not be able to raise its
price fnrther)." Tr. at 34:8012 (Bresnahai) (agreeing with the quoted language from
Carlton and Perloff); CX 1746 (demonsirative).

It 18 standard economics to disregard the use of the word market by marketing
persormel. “Markcting people use the word "market” to mesn a lot of different things.

They den't necessarily use it to mean what an economist would mean by a "market.” In
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fact, that this -- this diffcrence belween what economists mean by "markets” and how
marketing people in corporations use that word is sort of a fairly standard, recognized
pece of economics. that you can't just rely on that word as a basis.” Tr. ul 34:80353-54
{Bresnahan). “The relevant cconomic market is not necessarily the saume as the market
that a salesperson might refer to. Substantial confusion has sometimes resulted when
markel defmition is based on memaos writtcn by marketing personngl.” Tr. a1 34:8054
(Brcsnahan} {agreemg with the quoted language lhom Carlton and Perlef), CX 1750
{demomstrative).

Statements by marketing personnel which suggest or define a market have little
significance in detenmining the relevant econotnic market for antittust purposes.

Q. Professor, we've seen in the last two days quotes from documents in which
Schering idenfified a polassivm chloride market or identified generie § and 10
millicquivalent ones as competitors, Did you censider those statements in
forming your opmon that Schering had monopoly power?

A. Yes Idid.

(). What significance do ihose statements have?

A_ They have limited significance. Any -- let me say why in Lwo ways. First off,
it's a very well established piece of economics that any product has somea
substitutes and particularly if it's elevated its price, it's going to have some
subshitutes, so that there were somc compelilors, In the words of a marketeer,
there are some prodoets to which therc's some lumiled substitution. That's always
2oing to be true, so that - so, the statcment thal they're there T think doesn't do
very much.

You know, and second, ihe -~ the situation was one of -- with the ubsence
of a generic for K-Dur 20. So, if you stand on K-Dur 20 belore last Scptember
and ask what are the closcst availahle substitates, whether they're vory important
consiraints or not, whether they're important constraints or not, they're going to
have something other than a gencric. So that when they looked out from there,
under Lhis very standard piece of economics, which there's always some
subslilution, what they're going to hil is something more -- morc distani. So, that's
why I put Iimited weight on those quoles.

Tr. at 6:1225-29 (Bresnahan).

o2



3.142. Professor Bresnuhan's definition of the relevant preduct market as 20 mEq tablets
and capsules was incorrect. (23 Tr. 6186 {(Addanki)) (CX 1596).

Complaint Counsel's Response to Finding No. 3.142:

The findmg iz contradicted by the evidence. See CPF 932-11285,

3.143. Professor Bresinzhan defined ihe product markel as a single-brand of potassium
chloride and it's A-B rclated gencrie, bascd on the 20 mEq dosage size. {34 Tr. 8057
(Bresnahan]). Professor Bresnahan did not include any other dosage strengths of potassium
chlonide, such as two 10 mEq 1ablets. {fd). Nor did Professor Bresnahan include any other
forms of potassium chloride other than sustained releasc tablels and capsules. (34 Tr. 8057-38
(Bresnahan). Thus, Prefossor Bresnahan cxeluded liquid, powder, and ellervescent lablel forms
of potassium chioride. {34 Tr. 8057 (Bresnahan}). According to Professor Bresnahan, the only
product in the relevant market during 1996 and 1997 was K-Dur 2. (4 Tr. 679-80 (Bresnahan}).
And the only competitors o K-Dur 20 Professor Bresnahan recoynizes belween September and
Movember 2001 arz Upsher-Smith’s Klor Con M20 and Warrick's generie version of K-Dur 24).

(/4. a1 649-50) (CX 1596).

Cuornplainl Counsel's Response o Findin

The [nding 15 incomplcte and misleadmy to the cxient thal the findmg docs not
include micrmation on the reasons Professor Bresnahan remmoved rom the relevant
market other dosage strengths and liquid, powdcr, and cffcrvescent tablet forms of
patassium chloride. See CPF 1037-1074).

Specifically, Professor Bresnahan found prior to Scptembor 2001, K-Dhr 20's
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unique physical characteristics — primarily its microencapsulation technology, its unique
20 mEq dnsag_e strength, and its choree of scveral dosing aplions — dJifferentiated it from
other potassium chloride products with regard to paiient safety, compliance, and
convenience, and led customers to perecive that other potassium chloride products wers
not cloge substitutes for K-Thir 20. CPF 1043-1069. Lignid, powdear, and effcrvescent
tablel forms of potassivim clileride supplements do not compete with K-Dur 20. CPF
1043-1048. K-Dur’s unigue microencapsulation process cihances palient safety by
reducing the likeitheed of gastrointestinal irrilalion or uiceration that can be caused by
poetassium chloride. CPF 1049-1056. K-Dur 20, as the only 200 mEq solid dosage
polassium chlonde product on the market prior to September 2001, enhanced patient
convenience by allowing patients to reduce the number of pills they fook, and by allowing
many patients 1o reduce their number of daily dosages (in many cases, to a single daily
dose). CPF 1057-1061. K-Dur 20 o[Ters 2 wider and more flexible range of dosing
options for patients than do other potassium chlonde products. CPF 1062-1064, K-Dur
2{} enhances the likelihood that patients will comply, and remain in compliance over time,

with their doctors” preseribed potassium chloride therapy. CPF 1065-1068.

a. Professor Bresnahan ignorcd the substitutability of potassinm
chloride producis

3.144. Professor Bresnahan conceded that two 10 mEq lablets are therapeutically
interchangeable with one 20 mEq tablet. (6 Tr. 1173 {Bresnahan)). Professor Bresnahan

conceded that 10 mEq tahlets and 20 mEq tablets are not used for different purposes, and that
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CONSUMCTs can “reasonably take two H) milliequivalent tablets in place of a 20 milliequivalent
iablel.” (fd.). Professor Bresnahan is not aware of any group ol hypokalemic patients for whom
polassium supplementation canmot be accomplished by either K-Dur 20 or by two Klor Con 10s.
{4 Tr. 706-07 {Bresnahm). Professor Bresnahan even placed K-Dur 20 mEq tablels in a difforent
product market [rom }-Dur 10 mEq tahlets, even though K-Tur 10 is therapeuntically equivalent
to K-Dur 20. (%)

Complaint Counsel's Besponse to Finding No. 3.144:

The finding is incomplete apd misleading to the extent that it fanls to address
Prolessor Bresnahan's ressoning for rejecting K-Dur 10 mEq and other 10 mEq
formulations from the relevant ceononic market.

There 15 no evidence of signilicant swilching away K-Dur 20 o 10 mEq products.
See CPF 996-1036. Substitution of gencric potassium chlotide products for K-Dur 20
was mmimal at sither the pharmacist or physician lcvel prior o Seplember 2001, CPF
998-999, 1001-1003,

First, empirical data show that there was no signiticant substitution of peneric
drugs f_or K-Dwur 20 prior to Scptember 2001, Sze CPF 1001-1003. The empirical
cvidence indicates that, prior to September 2001, there was vory little substitution, at
cither the phyzician or phanmacist level, of non-AB-rated products for K-Dur 20, despitc
the incentives of payers to conirol costs, and the price premium K-Dur 20 maintained
over most othet (particularly generic) polassiwm cliloride products. See CPF 972-976,
1001-1G02.  Mr. Goldberg of Umtcd Healtheare testified that there were good reasons

relating to patient compliance and convenience for discouraging the substitution of, for
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example, two 10 mEq iablets for one K-Dur 20 mEq tablet, #nd that United Healthcare
had never considered suggesting this 1o its participating physicians or patient members,
Tr. at 1:169-70 {Goldberg).

Second, there was no AB-rated peneric (o K-Dur 20 in the market prior to
Seplernber 2001; and state generic drug substitutron laws did not permit the automeatic
substitution of a generic dug that is not AB-rated to K-Dur 280, See CPF 1004-1009, A
primary reason why non-20 mEg potassium chleride supplements cannot control the
pricing of K-Dur 20 is that pharmacists cannol automatically substitute other forms and
dosages of potassium chlotide for prescribed K-Drur 20, See, e.g., Tr. at 3:484
{Bresnahan}. I a pharmacist recejves a prescription written for a K Dur 20 mEq tablet,
he cannot simply substitute an 8 mEqg er 10 mEq tablet without calling the physician. T,
al 20:4843-46 (Drtsas). Sunularly, if a prescription s wntlen lor & 20 mEy tablet, a
pharmacist cannot substitute o potassium chioride powdsr, an effervescent tablet of
potazzium chlovide, or a liquid potassium chloride withonut a physician's acthorization.
Tr. at 20:4846-4847 {Dritsas).

Third, the rate of therapemic substitutzon of non-AB-rated generic drugs for K-
Pur 20 is very Jow, because of the effects of state generic drug substiiution laws and the
higher switching costs attendant to substitution of non-AB-rated drugs, as opposed to
AB-rated generic drugs, for a prescribed brunded drug. See CPF 1004-1003, 1010-1013.
FTherupautic substitinion involves filling a prescription with a'drug thatdiffers in
SHiemihlEorioGon, dosaps sitenpih, andiGr dosagesform form e diug thit the

phyictani (rsffprebttibed ™ CX 1778 1 L1 teCHination of Willihwis: Groth, Divisiobal
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Maniager for Rhapmaceuitical Purchasing: for, Walsfeen Co. (“Groth Declaafisn
excluded exidence);

Ordimarily; préstriptioni fhclide the prodict of chemical entity, as well 4518
dosage Forsii (.. tabletd. Gapsiliss, liqind, ot povider) dad strength. (fe., 20'mEqG): T4
T e
therapentic sabsfitition aad The pharmacist misk receive physician approval,

CX 1778 7 (Groti Déetarition- cxchided Syiderice):
As Mr. Giroth stitei]

Auemmmﬂ: ﬂ ‘Eherapeuuc quhmtunon 1<= v&:nr time mnsum_mg The) :lp&utll:

su]:ns_t_i 1ong regiize & Bh"r*SILIdTI & attﬂntmn onA casc—b‘;f Case ‘b.ma, amd

icians’ generally will:not consider;a: therapzutic substitation withgut: [alkfmg _
rlch:cﬂ}r. it the phhrmaclst Tuis often-difficult tor gef phiysicians g the {iléphori,
and- phar;mamsts. are often put oz hold OF _Lol-:‘l that. thev should cafl; back at alater
time: - Oncei the ]:Ihleﬂ.dEjSt discusses thc potentizl Lht:rﬁr}&ullL subatttuﬂnn with
the: phvalcxan it is far fmm certain that the physician will accede to t.he
pharmﬁclst’s tequest ‘The tlme ﬂ1f:: phﬂrpmmst spcnds on the phcruc 15 hme not
spent,ﬁlhng prﬂacrmtmns ard’ mcﬁlmg‘ he rigeds’ clf Elthf:r CUSIOMETS, Thus
miikitiza therapeutic Substitution is ci:-suy-.m'lhe phmnacmt

CX 1778 §-13 (Givih Declaritign- excluded eviderice):
He staicdiihiat during the summer of 2001 there ¥as a shortage of KDur 20,

Dintirig that tiiné; #idividval Walgpeens phisnmiscist Who'were iiablo t6:obtéit K-Dur 20

iﬁﬁ]e’meyiedjﬁ‘iéiﬁjj_éﬁtit substitution ﬁ.ﬁrh-;h_é ﬁi@ ymclansdppmval If ;L:geii eric

Groth; PRiHEET5as” testimony faf Wrloreens!set & aiesiige 11 s systn. s thiat vihien



el Rt SRESTEAREASL e oL Ll T T T e
the préscription; ¢ Up otk Dur, the pharmacisté wers instructed to dispense ta KIS

Con 10 prodicus s BEEEE CX 178 €8 (Grom 5 iaion- ok ided SilaHER)

Therapoutic substitution of a non-AB-rated generic is loss cost-eMicient than
astomate substitution of an AB-rated genenic because of the attendant “switching costs.”
Tr. at 3:490-93 (Bresnahan). Mr. Goldberg of United Healthcare specifically rejected the
notion of therapeutic substitmiion in the case of K-Dur 20, citing concerns that
encouraging his plan’s physicians or paticats 10 substitate two 10 mEq tablets for cne 20
mEq tablet would adversely affect patient comphance. Tr. at 1:169-70 (Goldberg).

K-Dur 20% unique physical characteristics — primarily ils microencapsulation
technology, s wingue 20 mEq dosage strength, and its choeice of several dosing oplions —
differentiated it from other potassium chlende products with regard to patient safety,
comphance, and convenience, and ied customers fo porecive that other potassium
chloride products were not close substitutes for K-Dur 20, CFF 1043-1069, K-Dur 20, as
the emty 200 mFq sclid dosage potassium chledde product on the market prior o
September 2001, enhanced patient convenience by allowing palienis to reduce the numbcer
of pills they took, and by allowing many patients to reduce their number of daily dosages
{in many cases. to a single daily doscy. CPF 10537-1061. K-Dur 20 effers a wider and
more flexible range of dosing options for paticnts than do other potassium chloride
products. CPF 1062-1064,

Until Schering bronght out the K-Dur microencapsulation products, the largest

dose that conld be safely given was 10 millicqui valents in any solid dosage form. For an

80 millisquivalent dose, one would nacd to take cight tablets a day, spread over cight
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different times. IT. at 13:2851-52 (Banker); see afso CX 2 al SP 003043 (K-Dur 20 mEq
Review). The significance of K-Dur 20's singlc 20 mEq dosage form is that patients
taking that dosage of K-Dur 20 require lewer dosages per day than would be required for
patients taking different dosages {e.g., 10 mEq or 8 mEq) of alternative potassium
chlonde tablets or capsules. CX 19 at USL 15235 {(Klor-Con Tableis 1997 Marketing
Plan); Tr. at 1:128 (Goldberg).

Schering markcted this combination of dosing options under the slogsn: “the 4-
WayK." CX 2at 5P [}[}3043I (K-Dur 20 mEq Review); CX 20 at SP 004044 {1998 K-
Dur Marketing Plan}; CX 22 at 8P 23 00080 { 1999 K-Dur 20 mEBq Marketing Plan).
Schenny considered Lhal this variety of dosing options were advantages that K-Dur 20
had over, and madc it more convement than, other potassium chloride prodnets, and

marketed it that way. C3 1549 at 24:9-25, 30:10-21, 90:9-16 (DiLascia dep).

3.145. Professor Bresnahan is not awarce ol any studies comparing the therapeutic effects

of taking iwo 10 mEq Klor Con 11 tablets with taking onc 20 mEq K-Dur 20 tablet. {4, at 693;

34 Tr. 8]142-8143 (Bresnahan}). Indeed, Professor Bresnzhan conducted no econometic analysis

comparing the sale of a 10mEgq tablet with the 20mEq tablet. (4 Tr. 685-86, 6HZ9-690

{Bresnahan)).

Cornplainl Counsel's Responsze to Findine Ne, 3.145:

The finding is incomplete, misleading, and contradicted by other evidence to the
cxtent that 11 implies thal :m econometric analysis is a morc rigorous approach in

analyzing the relovanl markcl. Professor Bresnahan is a {ellow of the Econometric
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Socicty. Tr. at 3:3M4 (Bresnahan), CX 804 {curnculum vitae of Professor Bresnahan).
Heonometric analysis was used in his book, The Economics of New Goods. '[1. at 3:39¥
{Bresnahan).

Professor Bresnahan recognizes that econometric studies are used “to measurc by
statistical means which products are particularly close subslitutes for which other
producis. That's a good mput inlo learning where there's markel power and where there's
not.™ Tr. at 6:1224 (Bresnahan). In this casc, Professer Bresnahan was able to utilize a
more direct and reliable method for determining market power. Professor Bresnahan
relied on the general economic literature on the effect of A-B rafed peneric entry, the
direct evidence of what occurred when an A-B rated generie for K-Dhur 20 entered ihe
markel, the assessmcils ol markel participants sbout the ellect of cntey by an A-B rated
genene for K-Dur 20, and the market participant™s cxplanations of the reason for this
eficet. Tr. at 6:1223-25 (Bresnahan).

Professor Bresnahan rejected the use of econometric analysis hecause a stronger
methed of analysis was available.

Some of the olher inethods are -- would be hard to use in ihis matter,

‘Economeiric mcthods that ey to say what was particularly effective about

competition from the generics have to deal with the problem that there

hasn't -- you don't have much in the way of samplc size, that's a statistical

term, that the -~ that the number of months at which -- in which there's

been competition whose particular force you might want to try lo measure

gcomometrically is limited. So, [ chose these because they wont with the

tssue at hand and hecansea [ thought the others would be weaker.

Tr. at 6:1224-25 (Bresnahan).

Professor Bresnuhan is a distmgished industnal economist possessing all of the
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qualifications necessary to determine the amounl and reliability of the information

required to accurately assess the cconomic issues in this case. CPRF 3,141,

3.146. Nor did Professer Bresnahan reference or perform any ﬁ:}r’mﬂ surveys of doctors,
hospitals, physiciins, insurance companizs, drug wholesalers, pharmacists, state or tederal
agencies, picscriplion benefit managers, or patients to determine their substtution rates of
10mEq tablets for 20 mEq lablets or their usage patterns for varfous [orns of potassinm chlonide.
(}d. at 642, 690-U2).

Complaint Counsel's Response to Finding No., 3.146:

The finding is incomplete, misleading, aid conlradicied By other evidence to the
extent that it indicates Professor Bresnahan did not study the behavior of potassium
supplement consumcrs. The (inding 1s contrary to more reliable evidence to the extent
Lhat it asserts the use of surveys as necessary 1o examining the economic issues relevant
o this case.

Professor Bresnahan reviewed documents containing information on substitution
and paitems of usage. These documents are internal documents relied on by the Schering
and Upsher to make business decisions. |

For example, Professor Bresnahan rovicwed and testified about the 1997 K-Dur
Marketing Plan, a document produced by Schering, which contains information en
substinution and patterns of usage. CX 18; Tr. at 3:455-56 (Bresnahan). Professor
Presnahan reviewed the information in this document regarding possible substitution by

physician, pharmacists, and patients of K-Dur 20 with two 10 mEx tablets. OX 18 at 5P
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23 00045, 58, 63 (1757 K-Dur Marketing Plan™). e also reviewed information in this
docurneni concermimg managed care providers patterns of usage. CX 18 at S 23 (0042-
44, 48-49. He reviewed the information m this document conceming patterns of usage by
physiclans, pharmacists, and hypokalemic patients. CX 18 at SP 23 00039, 43-47. He
reviewed the information in this document conceming patierns of usage by phamacy
benefit managers, hospitals, federal agencies and state Medicaid plans. CX 18 at SP 23
00034, 42-44. He reviewed the information in this documeni concerning patterns and
practices of drug whelesalers. CX 18 at SP 23 00039, 45.

Prolessor Bresnahan is a distingimshed industrial economist posscssing all ﬁf the
qualifications neccssary to determine the amount and reliability of the information
required to accurately assess the economic issues in this case. (CPRF 2RR.

Surveys are not the best evidence for examining the ceonomic issnes 1elevant to
this case. Professor Bresnahan is aware of the usc of surveys in conneclion with defining
the rclevant market. Professor Bresnahan considered the relisnce on surveys to be a
weaker methodelogy than the goners] economic literature on the effect of A-B rated
genenic entry, the direct evidence of what occurred when an A-B rated generic for K-Dur
20 entered the market, the assessments of market participants about the effect of entry by
an A-B rated generic for K-Dur 20, and the market participant’s explanations of the

reason for this effect. Tr. at 6:1223-25 {Bresnahan).

3.147. Professor Bresnahan has no rcason (o believe that there is any subclass of patienis

[or whom K-Dur 20 was the only appropriate potassium treatment. (6 Tr. 1271 (Bresnahan)).
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Complaint Counsel's Response to Finding No, 3.147:

The finding is contradicted by the evidence, The fact of Schenng’s monopoly
power demonsirales Lhal many palients are unable to switch to other potassivm
treatments. Tr. at 34:8057-58 {Bresnahan). Generic subsililution for K-Dhr 20 was
minimal prior to September 2001, CPF 996-1036, Empirical data show that there was no
sigmificant substinition of generic drogs for K-Dur 20 prior to September 2001, CPF
1300-1003. There is no svidence of substantisl “preemptive” substitution of non-AR-
rated generics for K-Dur 20 at the physician level. CPF 1024-1028. Very little zeneric
substitution for K-Dur 20 occurred prior to September 2001, despile payer pressure to cut
costs. See CPF 932-1128 (complaint counsel’s findings that the relevant produet market
15 20 mEq potassium chloride supplement tablets and capsules, which includes only K-
Dur 20 and s AB-rated generic equivalents); Tr. at 34:8057-58 (Bresnahan}; CPF 933-

936, 938-1076, HOR1-112K.

3.148. Professor Bresnahan considers the textbook by Dennis Carlton and Jeffrey Periolf

“anthoritative on the basic principles of industrial organization.” (34 Tr. 8012, 8126

(Bresnahan}). Profcssor Bresnahan has nsed this textbook to teach courses in Tndustrial

Organization. (. at 8012). This text sets forth standard approaches thal econemisis use to

define markets. Ascording to Carlion and Perloff, “Numcrous methods ars used to identify the

good substitules for a particular product. One is to interview producers in the industry who -

presumnably know both their customers and their potential competitors from other industries.”™

{£d. at 8129). Professor Bresnahan did not inicrview any competitors in reaching his conclusions.
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{fd). Professor Bresnahan acknowledged, however, that Upsher-Smith cxceutives were capable
ot determining who their major cormpelilors were in 1997, (44 at 81-8182).

The finding is incomplcte and nusleading, Professor Bresnahan revicwed and
addressed market share breakdown from the files of firms engaged in sclling potassinm
supplements. Az a distinguished economist, Professor Bresnahan understands that in
assessmy the relevant market it 1s a mistake fo rely on the word "market” as nsed by
marketecrs. Tr. al 34:8010 (Bresnshan) (pointing to the mistaken reliance of Addanki on

these kind of documents). See CPRF 3.149.

3.149. Further, Professor Bresnahan did not consider Schering’s or Upsher-Smith’s
advertising documenis in formmg his opinion. (6 Tr. 1225-1226 (Bresnahan)).

Complaint Counsel's Response to Finding No. 3.149:

The finding is incomplcte. Prolfessor Bresnahan rejected advertising documents as
irrclevant to his analysis and explained the reason for his rejection of these documents in the
cited testimony. He did not see them as relevant te the “core question™ of whether or not
Schering had market power. Tr. at 6:1225-1226 {Bresnahan).

Professor Bresnzhan rejected (e advertising materials because the information continued
in the advertisements do not alter the facts that 1) Schering was able to raise the price of K-Dur
20 without losing sales {CPIF 972-987); 2) generic X-Dur 20 was forecasted, and did take,
substantial sales from K-Dur 20 af a substantial disconunt (CPF 952-971, 988-992): 3) only

generie K-Dur 20 was forecasted, and did, force Schenng o lower (he price of its 20 mEq
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potassium supplement by launching its own generic K-Dur 20 (CPF 993-1036).

3.1530. According to Carlton and Perloff, “If products A and B arc in the same economic
market, then their prices should tend to move closely together. Therefore, a reasonable first step
i defining cconomic markets is to examine the price correlations (a statistical imeasure of how
closely prices move together} ameng different products.”™ {34 I'r. 130 {Bresnahan)). Professor
Bresnahan agrees that this may be reasonable first stcp to delining a product market, (7).
However, Profissor Bresnahan did not undertake such a statistical analysis. (7d. at 8131).

Complaint Counsel's Besponze to Finding No. 3,150

The finding is contradicted by ather evidence. Professor Bresnahan systematically
studied the price information of other potassium manufaclyrers’ potassium products to
the extent necessary for a determination as to whether Schenmg had monopoly power.
Specifically, Professor Bresnahan reviewed pricc inlormation m conjunction with his
finding that othcr potassinm chloride supplements did not constrain Schering’s pricing of
[K-Drar 20, Tr. at 3:431-32, 3:475-76, 3:479-481, 3:483, 6:1227-29 (Brestizhan).
Professor Bresnahan’s finding that other polassiwn chloride products had little clicet on
the price of K-Dur 20 explicitly and implicitly includes a syslemalic consideration of the
price of other potassium manulaclurers” patassium products. Tr. at 3:475-477
{ Bresnahan).

The finding 1s incomplete and tmisleading to the extent that it implies any useful
mformation exists m the knowledge of price alone.

Professor Bresnahan systematically studied Lhe price of K-Dur 10, K-Tab 10,
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Micro-K 8 and Micro-K 10 for the years 1997 te 2000, Tr. at 34:8033-35 {Bresnahan).
Specificaily, Professor Bresnahan used the price of K-Tur 20 and the prices of Micro-K
10, Skyw-K_ and K-Tab to calculate me relative prices of these producis to K-Dur 20. In
comunciion with thesc calculations, Prolessor Breznahan displayed the sales volune of
K-Dur 20. CX 1765 (demonstrative); Tr. at 34:8033-34 (Bresnahan}. Profcssor
Bresnahan then used the price differential caleulations to demonstrate that despite the
increasing price differential between K-Dur 20 and these other products, sales of K-Dur
20 conimued to increase aver 1his samc period while the sales of similarly priced brand
name products K-Dur 10, K-Tab 10, Micro-X § and Micro-K 10 were flat or decrcasing.
Professar Brespahan also showed that Addanki’s use of price comparisons is meaningless
without showing the relative sales of the products over the same period. ‘11, at 34:8033-35
{Bresnahan). This evidenge contradicts the finding that Professer Bresnahan did nel
systematically study the prices of other polassiiitn manufacturers’ potassium products.
Ioreover, he used these prices to determine that the products were not a meaningfiil
constraint on the price ol K-Dur 20, an important economic issue relevant to this cass.
Professor Bresnahan also testified that from at feast 1995 through 2000, branded
K-Dur 20 “commanded a snbatantial price preminm over . . . the then existing generices.™
Tr. al 3:475 (Breanahan) {discussing historical salcs and pricing of K-Dur 20, According
to & Schering K-Dur planning document from 1995, “K-DUR is priced 40-50% higher
than a comparable generic dose. However, K-DUR’s growth haz not been signiticantly
impactcd by the prevalence of generics in the Therapeutic Class .. .7 CX 13 at 3P 23

003045 (“K-Dur Long Term Strategy,” Mar. 8, 1995 (Andrea J. Pickett, Schering Product
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Manager for K-Dur 20); see also "I, at 3:481, 34:8038-803%9 {Bresnahan).

3 ,lSi. According 10 Carllon and Perloff, “The direct price elasticity [of demand]. . ..
determines market power.” (). Professor Bresnahan has not calculated the dircet price
elasticity for any potassium chloride product. (34 Tr. 8131-32 {Bresnghan)}.

Copplaint Counsel's Response to Finding No. 3.151:

The finding is misleading and contradictery to basic cconomic principlss to the
cxtent that it states the Professor Bresnahan “did not study the dircet price elasticity
betweszn K-Dur 20 and other potassium producis.” The direct price elasticity of a produci
is the impact of a percentage change in the price of one product on Lthe percentage change
i the quantity demanded of that same product. Thercfore, a measurement of the
clasticity beiween K-Dur 20 and other puta;?sium products is not a direct price elasticity.

The finding 1s theomplete and misleading and contradieted by other evidence to
the extent that it implics thal Professor Bresnahan did not study information relevant (o a
determination of the dircet price elasticity of K-Dur 20 is a more rigorous approach in
analyzing the economic issues in this case. See CPRF 299.

The fnding 1s contradicled by other evidence to the extont that it implics that
Professor Bresnahan did not siudy the response of the sales of K-Dur 20 to changes in the
price of K-Dur 24}

Professor Bresnahan analyzed the change in demand for K-Dur 20 in response to a
change in the price of K-Dur 20. Any analysis which “bears on what the products were,

what the buyers were doing, what the sellers were doing, whal the documents say and so
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on, is what it's basically doing is informing ws about elasticity of demand and
cross-glasticity of demand.” Tr. at 24:5716 (Addanki) (cxplaining that he cxamincd the
cross-glasticity of demand withoul perfonming a guarrizative or econometric analysis
{emphasis added)).

meessnr Bresnahan Professor Bresnahan anaiyzed the change in demand for K-
Dur 20 in responsc to 2 change in the price of K-Dur 20 in his finding that K-Dur 20/
sales increased even though the price of K-Dur 20 kept rising over this period relative to
the prices of most other products. Tr. al 34:8035-27 (Bresnahan) {discussing CX 1765).
Professor Bresnahan's finding that K-Dur 20's sales incrcascd cven though the price of K-
Dhur 20 kept rising explicitly includes a systematic consideration of the effect of the

mercasing price K-Dur 20 on the quantity of sales of other potassium products.

3.152. Professor Bresnahan performed no econometric analysis of cross-elasticity of

demand in this cuse. Indeed, Profcssor Bresnahan performed no econometric analysis at all in

this caze. (4 Tr. 685-686, 689-90 (Breanahan)). Professor Bresnahan did not even perform 3

quantitative study of the cross-etasticity between K-Dur 10 and K-Dur 20 to determine what

effect, if any, ihe price of one product has on ihe price of the other. (5 Tr. 810-11 (Bresnahan)).

Complami Counscl's Besponsc to Finding No. 3.152:

The finding i3 incomplcte and misleading and contradicted by other evidence fo the exlent

that it implies that Professor Bresnahan did not study information relevant to a determination of

the cross-elasticity ol demand between K-Dur 20 and other products. See CPRF 299, Professor

Bresnahan studied the response of other products sales to increases in the price of K-Dur 20).
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The cross-elasticity of demand 1z the “nmpact of a perceniage change m the price
of ome product on the percentage change in the quantity demanded of another produet™
Tr. at 4:687 (Bresnahan). Professor Bresnahan made no quantitative “econometric
amalysiz". Tr. at 4:689-90 (Bresnahan).

Professor Bresnahan analyzed the change in demand between K-Dur 20 and other
products in responsc to a changc in the price of K-Dar 20, Any analysis which “bears on
what the products were, what the buyers were doing, what the sellers were doing, what
the documents say and se on, 15 what it's basically doing is informing us about efasticity
of demand znd eross-elasticity ol demand.” Tr. at 24:5716 (Addanki) (explaining that he
cxarnined the cross-clasticity of demand withoat porforming a guantitative ar

ccotomedric analysis),

Frofessor Bresnahan analyzed the demand hetween K-Dur 20) and other praducts
i finding that other potassium chloride supplements did not constrain Schering’s pricing
of K-Dur 20. Tr. at 3:431-32, 3:475-76, 3:470-481, 3:483, 6:1227-29 (Bresnahan).
Professor Bresnahan’s finding that other potassiom chloride products had little effect on
the price of K-Dur 20 explicitly includes a systematic consideration of the effect of the
mercasing price K-Dur 20 on the quantity of sales of other potassium products. Tr. at
3:475-477 (Bresnahan). For example, the price of K-Tab 10 and the Micro K products
fallé relative to K-Dur 20 but the sales from K-Dur 20 continue Lo rise over the same
peried. Tr. at 34:8032 (Bresnahan},

Professor Bresnahan alse performed an analysis of the demand betweon K-Dur 20
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and other products in [inding a substantial “price effect” upon the catry of a 20 mEq
generic product for K-Dwur 20, Professor Bresnahan's finding of' a substantial price effect
only after the eniry of a 20 mEq generic product for K-Dur 20 implicilly includes a
conclusion that the cross-elasticily between the higher priced K-Dur 20 and the lower

priced generie 10 and 8 mEq products was extremely low. Tr. at 3:434-436 (Bresnahan).

3.153. Professor Bresnahan is awarc of no pharmaccutical trade periodicals thal treat K-
D;ur 20 48 a separate produet market. {717, 1271-72 (Bresnahan)).
Complaint Counscl's Responge to Finding No. 3.153:

The proposed finding is irrr::lcv;ftm. Professor Bresnalian is an industrial
organization economist. Tr. at 3:381; 3:407 (Schering counsel John Niclds slaiing, “Thr.
Bresnahan is clearly an experl in industnial organization economics.™). Professor
Bresnahan was hired to asscss whether ihe setflement agreement between Upsher-Smith
and Schering-Plough delayed gencric eniry and harmed competition. Tr. at 3:408
(Bresnahan).

Professor Bresnahun possesses all of the qualifications necessary 10 determming the
amount and quality of infonnation required in assessing the market definition. CPRF
3.141 No evidence has been presented to show that the anthors of any phammaceutical
trade periodicals performed any cconomic analysis in order to define whether K-Dur 20 is

not in a separate product market, or that this was the intent of these texts.

h. Substitution costs are low

110



3.154. Subsiitution, or “switching,” costs are not a material impediment to the
subsliluixbility of one pulassium chloride product for another, because there is competition at
levels other than the pharmacy. (25 Tr. 6162 (Addanki)). The demand for potassium products
hegins at the point before any switching costs, where a patient seeks treatment for hypokalemia.
(20 Tr. 4644 (Dritsas)). The physician writes a prescription for a potassium chloride product,
lypically in a dose ranging from 15 to 80 millisquivalents per day. (20 Tr. 4644 (Dritsas)). The
most common prescribed dosage is 40 mEq. (20 Tr. 4644-45 (Dritsas}). The physician can write
the prescription for a brand, or the physician can write an open prescription for a dosage of KCL
| (Drilsas 4644). For cxample, a physician in 1997 may have written “K.Cl 20 millieguivalents, 4
milliequivalents Q daily”” (20 Tr. 4645 (Dritsas)).

Complaint Counsel's Response io Finding No, 3.154:

The finding is coniradicted by the evidence. The ratc of therapeutic substitution
of non-AB-raled genenc drwes for K-Dur 20 is very low, because of the effects of state
gencnc drug substitation laws and the higher switching costs attendant to substitution of
non-AB-ratcd drugs, as opposed to AB-rated generic drugs, for a prescnbed branded
drug, '_CPF 1004-1005, 1010-131 3.

State genenc drug substitulion laws do not allow the automatic substitution of
genenc pelassiuan chloride products not AB-rated to I-Dur 20 —ie, all olher potassium
chloridc produets prior to the entry of Upsher in September 2001, Most states have laws
that permit a pharmacist to automatically substitute an AB-raled generic drug for its
bioequivatent branded drug, unless the preseribing physician mdicates “dispensc as

written” or “DAW.” However, those laws do not permmi autornatic substitution of a non-
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AB-rated drug for another drug — 1o do this, a pharmaeist most coniact the physician for
permission. CPF 34-36. Other forms ol polassium chlonide {liquids, powders, and
eflervescent tablets) cannot be substituted automatically for a K-Dur 20 tablet (Tr. at
20:4846-47 (Dritzas); CX 1496 at 55:16-18, 21-24 (Dritsas dep.}). Equivalent dosages of
products of other strengths (e.g., two 10 mEq tablers) cannot be substituted automatically
for a 20 mEq dosage of K-Dur 20. Tr. at 20:4846 (Dritsas); Tr. al 1:174 (Goldberg); Tr.
at 21:3001 (Freese); Tr. at 15:3468 (Ray Russo). A pharmacist cannot subslilute these
different forms or dosage atrengths of patassiiun chlotide for K-Dur 20 without physician
pennission. Tr. at 1:174 (Goldberg); Tr. al 15:3468 (Russo); Tr. at 20:4846 (Dritsas); Tr.
at 21:5001 (Freese),

‘The inability of pharmacists to automatically substituic non-AB-rated genetic
potassium chioride products for K-Dur 20, and the “switching costs™ this creates, result in
the extremely low substitution rate of non-AB-rated generics for K-Dur 20/{.2.,
“therapentic substilution”). CPF 1011-1015, 1016-1023; see generally Tr. at 20:4634-35
(Dritsas) (“therapeutic substitution™). The “switching cost”™ — a cost of swilching from
One prn:_:udw:t to another — is lower for dispensing an AB rated generic for K-Dur 20 than
for dispensing another potassium chloride for K-Dur 20. The inability of pharmacies to
substitute non-20 mEq potassium chloride products for K-Dur 20 withoul the physician’s
autharization imposes a switching cost on those who sesk 1o ase a non-bioequivalent
generic or other potassium chloride product in licu of K-Dur 20, This cost anses [rom the
necd for the patient or pharmacist to consult with, and ol the approval of, the physician

before substituting a non-AB-rated product. Tr. at 3:490-91 {Bresnahan). Each cali a
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pharmacist makes costs a certain amount of pharmacist time, resulting in a cost to the
pharmacy. Tr. at 21:5001-03 (Freese); Tr. at 2004847 (Dritsas). Even after the
pharmacist has expended the time and the efforl contacting pliysicians for penmnission to
swilch fom the preseribed drug o a non-AB-mated product, ihe physician may not agree
all of the time, Tr. at 4:698 (Bresnahan).

Schering and Upsher both recognized that an AB-raled generic K-Dur 20 would
be a closer competitor to hranded K-Dhr 20 than other potassium chloride products,
because of the lower switching costs. See, e.g., CX 18 at SP 23 (0044 (1997 K-Dur
Marketing Plan, Sep. 10, 1996) ("the impact of a generic 20 mEq product would be
significant, especially for sales subject to mandatory generic suhsi:itutiuﬁ laws, Medicaid,
and marsged care™); CTX 21 at USL 12832 (Klor-Con W20 plan, Taly 1997) (“Klor-Con
M20 Tablets are . . . therapeutically and fully substitutable for K-Dur 20. Klor-Con M20
is posiioned 1o be the first queality, low cost altemative to K-Dur 20 representing a better
value to the pharmacist™); Tr. at 3:491-93 {Bresnahan) (discussing CX 1 §).

The proposed linding also is incomplele and misleading, In lute 1996 and early
1997, the typical daily dosage of potassium chloride was 20 mEq. With a single extended
release K-Dur 20 Lablal, a patient could obtain a full day’s requirement of potassinm.
More recently, the optimal dosc for the prevention of hypokalemia is considered 1o be 20
mEq per day, while the optimal dose for the treatment of hypokalemia is 40 to100 mEg.
Thus, for patients requiring potassium chloride [or prophylaas agamst hypokalemia, a
single K-Dur 20 tablet per day will suffice. The ability of a pafient o take a single darly

K-Dur 21} tablet for preventton of hypokalemia has becn one of Schering’s major seiling
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potnts for K-Dur 20 CPF 1058-1035.

13,155 In 15;95, over 60 pereent of potassium prescriptions were written a3 “substitution
CQR.7 (20T 4730 (Dritsas); USX 4983, This means thal presceriplions were eithey wiitten as
generic and without 1 need for an A-B rated product for substiturion, such as “K('1 8 mEqgg, three
times a day,” or written for a brand, such K-Dur, without an indication o “dispense as written.”
{20 Tr. 4750-51 (Dritsas)). In such cases, the pharmacist was free to fill it with any branded or
genctic produet of ber choosing, and there 18 no switching cost in these prescriptions {20 Tr.
4652 (Dritsas), 24 Tr. 5703 (Addanki}; 4 Tr. 698 (Bresnahan)).

Complaint Counsel's Response to Finding No. 3.155:

The proposed finding is incorrect. Pharmacists cannot substitute non-AB rated
generics tor branded dreps. unless they receive specilic approval from the physician, The
physician does not have to write "dispense as written" ("DAW™ 1o prevent non-AB rated
products from being substituied. CPF 34-36; 10) l.'?—'.l_,ﬂiS: Eéxtl_u&c_d:i_:ﬁdeﬁc’e}. By writing
AW, the physician prevents the phariacists from substitoting AB-rated prodiucts for
prescribed brands, which wonld often otherwisc be awomatic under state law. CPF LO04-
1005,

The fimding 15 contradicted by other evidence to the cxtent that it asserts switching

COsis are nof an impediment o switching. CPRF 3.154.

3.156. Atthe time a physician wnles a prescription, there iz no switching cosl [or the

physician to write that prescription. (4 Tr. 697 (Bresnahan)). For example, there are no swilching
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costs when a physician writes a prescription for two Klor Con 10s rather than onc K-Dur 20. (20
Tr. 4652 (Dritsas): (24 Tr, 5703 (Addanki).

Complaint Counsel's Response to Finding No. 3.156:

The finding 15 coniradicied by other evidence to the extent that it asserts switching

costs are nol an impediment to switehing. CPRF 3154

3.157. Currcntly, doctors and patients may choose among the various forms of potassium
chloride according to the patient’s needs and preferences. (1 Tr. 127 {Goldberg); 2 Tr. 259
{Teagarden)). A doctor can decide to prescribe a branded potassimm supplement rather than a
rencric. (2 Tr. 261 (Teagarden)). A doctor may choose to prescribe a liquid, powder, tablet,
capsule form of potassium chioride depending on a patient’s needs and preferences. {2 Tr. 259-
60 {Teagarden)). For example, a liquid or effervescent tablet may be appropnaie for an elderly
person who cannot swallow o tablet easily. 1 Tr. 127 (Goldberp)). Scveral companies now
offer belter-tasting fruit-flavored liquid products. (2 Tr. 238 {Teagarden)). Some people simply
preter capsules to tablets. (1 Tr. 127 (Goldbere)).

Complaint Counsel's Response to Finding No. 3.157:

The proposed finding is incomplete and misleading. First, liquid, powder, amd
effervescent labiet forms make up less than five percent of potassium chloride
supplement sales, and do not compete with X-Dur 20. CPF 1043-1048, Second, until
September 2001, K-Dur 20was unique among potassium chlaride products in that it had
multiple dosing options. It could be taken whole, split in half, dissolved in water, and

even sipped through a straw. The “4-Way K range of dosing options has been one of
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Schering’s major selling points for K-Dur 20. CPF 1062-1064. Third, K-Dur 20's unique
combination of physical characteristics enbanced patient salely, convenience, and
compliance as compared with earlier potassium chloride supplements, This fed to it
being perceived by physicians and patients as diflcrentialed from other potassium

chloridc supplemenis. CPF 1037-1070).

3.138. Te encourage patient compliance, various forms and dosages of polussium
chlotide have been engmeered. (2 Tr. 208 {Tcagarden)). Polassium chloride is typically not well
tolerated by paticnts. {2 Tr. 207 (Teagarden)). The variations between these available potassium
chloride products enhance patient acceplance and willingness to take their medication. (1 Tr.
127 {{zoldberg)). Merck-Medeo’s 2001 formulary thus included a range of those potassium
chloride products to ensure that a potassium chloride product that is palatable and acceptable to
an individual patient is available. (2 Tr. 208 (Tcagarden)).

Complaint Counsel's Response to Finding No. 3.158:

The proposed finding 1s incomplete and misleading. CPRF 3.157.

3.159. There are no switching costs to the pharmacist either to switch between two
different brands ol potassium. (20 Tr, 46353 (Dritsas)}. As a practicing phammacist, Ms, Fresse
filled prescriptions with the dosage of whatever product was appropriate or whatever product was
instock. (21 Tr. 4956-57 (Frcese)). A pharmacist can still make a therapeutic interchange even
i the two products are not A-B raled. (20 Tr. 4694-95 {Dritsas)). I 1997, even if the physician

wrole the prescription for K-Dur 20, the pharmacist conld still make a therapeutic substitution.
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{20 Tr. 4646-47 (Dritsas)). Whete substitution is prohibited, a pharmaeist can overcome tLhe
prohibition simply by making  Lelephone call to the physician. (20 Tr. 4652, 4695 (Dritsas)).
There is no cost to the patient. (24 Tr. 5703 (Addanki)).

Complaint Counsel's Response to Finding No. 3.159:

The proposed finding is contradicted by the evidence. CPRF 3.154.

3.160. Thus, Upsher provides pharmacists with nformation on therapeutic substitution.
{20 Tr. 4647 (Dritsag)). Moreover, sorne states mandate a therapeutic substitution if there is a
lower-cost alternative that is therapcutically equivalent. (20 Tr. 4647 (Drilsas)}.

Complamt Counscl's Response fo I'inding No. 3.160:

The proposed finding is wrong, mcomplele, and mislcading. State generic dmg
substitation laws do not allow the automatic substitution of generic potassium chloride
products that are therapewtically equivalent but not AB-rated to K-Dur 20 —i.e., all other
potassium chloride products prior to the entry of Upsher in September 2001, CPF 34-36.
Other forms of polassium chloride (liquids, powders, and effervescent tablets) cannot be
substituted automatically for a K-Dur 20 tablel (Tr. at 20:4846-47 {Diritsas); CX 1496 al
55:16-18, 21-24 (Dritsas dep.)). Equivalent dosages of products of other strengths (e.z.,
two 10 mEq tablets) cannol be substituted swomaiically for a 20 mEq dosage of K-Dur
20, Tr. at 20:4846 (Dritsas); Tr. at 1:174 (Goldberg); Tr. at 21:5001 (Frecsc): Tr. at
15:3468 (Ray Russo}. A phanmacist cannot substitule (hese different forms or dosage
strengths of polassium chloride for K-Dur 20 without physician permissien. Tr.atl 1:174

(Goldberg); Tr. at 15:3468 (Russo); Tr. at 20:4846 (Dritzas); Tr. at 21:500% (Freese). The

117



mability of pharmacists te automatically substinute non-AB-raled generic potassium
chlonde producls for K-Dur 24, amd the “switching cosls”™ this creaies, resull in the
cxtromely low subsiitution rate o f non-AB-rated gencnes for K-Dur 20 (i e, “therapeutic

substitution™). CPRF 3.154.

3.161. Pharmacists continuously call doctors” allices to such therapeulic substitutions or

change prescriptions. (21 T'r. 4957 {Freese)). Pharmacies compeic against one anodher, and

therefore (ry 1o provide the besl service by responding to patients’ concerns regarding medication

combinations and cost issucs. (21 Tr. 4958 (Froesc); (24 Tr. 5703 (Addankiy). Cost is

particularly an issue for patients taking potassium, which is typically 2 long-lemm preseription and

an ongeing cost for the patient. (21 Tr. 4958 (Freese)). Phone calls to doctors’ offices for

pirposes of therapewtic substitution are a service provided by pharmacists, and customers do not

pay any “swilching cosis™ for these calls. (21 Tr. 4959 (Freese); 24 Tr. 5703 {Addanki}).

Complamnt Counscl's Responsc o Findine No, 3.161:

The finding is contradicted by other evidence to the extent thai il asserts switching
costs do not exist, or are not an impediment to switching. CPRF 3.154. Therapeutic
substitution of & non-AB-rated generic is less cost-efficient than automatic substitution of
ant AB-rated generic because of the allendant “switching costs.” Tr. at 3:490-93
{Bresnahan). The “switching cost™ of switching from one product Lo another is lower for
dispensing an AB rated generic for K-Dur 20 than for dispensing another potassium
chloride for K-Dur 2t} The inability of pharmacics 10 substilute non-20 mEq potassium

chionde products for K-Dur 20 without the physician’s authorization unpeses 2 switching
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cost on those who scek to use a non-bioequivalent gencric or other potassium chloride
product it licu of K-Dur 20. This cost arises from the need for the patient or phanmagcist
to consult with, and get the approval of, the physician before substituting a non-AB-rated
product, Tr. at 3:490-91 {Bresnahan}. Each call a pharmacist makes costs a cerlain
amount of pharmacist time, resulting in a cost to the phammacy. Tr. at 21:5001-03
{Freese); Tt. at 20,4847 (Drilsas), Moreover, even afler the phiarmacist has expended the
time and the efforl conlachng physicians for permission to switch from the prescribed
drugz to a non-AB-rated product, the physician may not agree all of the time. Tr. at 4:658
(Bresnzhan). Respeondents’ documents show that Schering and Lipsher both recognized
that an AB-rated generic K-Dur 20 would be a closer competitor to branded K-Dur 20
than other potassium chlonde products, becanse of the lower swilching costs. See, c.g,
CX 18 at SP 23 00044 (1997 K-Dur Marketing Plan, Sep. 10, 1996); T'X 21 al USL
12832 (Klor-Con M20 plan, Tuly 1997); Tr. at 3:491-93 {Bresnahan) {discussing CX 18).

See CPT 1010-1015.

3l 62'. For many vears, Upsher has depended upon this service o sell Klor Con. (21 Tr.
4959, 5005 (Freese)y. Because Klor Con 8 and 10 are B-C ratod, Upsher talked to pharmacists,
managed care orgamizations and physzicians about therapcutic substitution and the sconomics of
using Lipsher’s products. {20 'Ly, 4635 (Drtsas)). The growth of Klor Con has been achieved
largely by therapeutic substitution either al the prescribing tevel or at the pharmacy level. (25 Tr.

HHR-10 (Addanka).

Complamt Counsel's Response fo Finding No. 3.162:
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The proposed finding’s assertion that Kler Con’s growth has been achieved
lateely by therapeutic substihstion at the prescnbing or pharmacy level is incomplete and
misleading. The ratc of substitution at the pharmacy level, from prescriptions for K-Dur
20) to genetic potassium chlonde products, was extremely low as compared with the
substitution rates for other potassium chloride brands. CPF 1001,

Moreover, substitution-rclated data do not bear out respondents’ claims that Klor
Con or any other generic potassium chloride produet tock substantial sales away from K-
Dur 20 through “precmptive” substitution at the physieian level, By its nature,
presmptive substitution (£.e., convinuing physicians to switch their prescribing patterns
from a drug that they custently prescribe to a different drug, with which they may be less
familiar (see CPF 1024-1028)) is more difficult to measure than therapeulic substitulion
(&, substitulion, at the pharmacy level, of a non-AB-rated drug in place of a prescribed
drug (see Tr. ul 20:4634-35 (Dritsas)). Nevertheless, one would cxpoct substantial shifis
i preseriptions from K-Dur 2} to Klor Con or other generics to show up in empirical
data rclating to number and share of preseriptions. However, the data do not show this.
First, empirical evidence shows that K-Dur 20's sales and share of potassium chloride
sales increased thronghout the latter 1990s and 2000. CP'F 1076. Sccond, the empirical
data show that the generics that were gamning sales during this period were luking the
overwhelming majority of their sales from other branded potassiom chlorde supplements
(all of which had an AB-raled generic cotnpeting with them at the time (CX 16 at SP
(043543 {K-Dur 2{} was the “only branded potassium chloride product with no AB-rated

generic™)), rather than from K-Dur 20 (to which none of the generics was AB-rated).
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CPE 977983, 10706 (showing that, while sales and sharcs of sales ol K-Dur 20 and the
non-AB-rated genenics were increasing, sales and shares of sales of other branded
polassium chlonde supplementls were declining).

Regarding Klor Con 10 specifically, its share of total potassium chlonde
prescriptions {“TRXT) declined from 11.5% in 1996 to 10.9Y% in 2000, CRF 1076; CX
62 at SP 089327, Klor Con 10's share ol new prescriptions (“NRX) decreased from
11.1% to 10.7% during the same period. CRF 1076; CX 62 at SP 089323,

Thus, the empincal evidence does not support respondonts” claim that Kior Con
10 ook substantial sales Grom K-Dhr 20 at erther the physician or pharmacy level. CPF
10625-1028 (Upsher’s marketing campaign to persuade physicians te prescribe two Klor
Con 10's instead of one K-Dur 20 was unsuccessful in switching substantial sales to Klor

Con 10).

3.163. Switching was also possible at chains. Pharmacists who work at chain drugstores

may also reccive inecntives, such as discounts or promotions through market share programs,

from managed care organizations. (20 Tr.4654 (Dritsag)). A vendor may pay a chain for market

share gains. (20 Tr. 4654 (Drilsas)). These programs create incentives Lo switch prescriptions

between two dillerent brands. (20 Tr. 4654 (Dritsas)). Upsher has initiated market share

programs, using rchates to increase its market share. (20 Tr, 4654-35 (Dritsas)).

laint Counsgel's Be

The proposed finding is incomplete and misleading. First, not only is the

assertion that pharmacists receive incentives for therapeutic substitution unsupported by
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the evidence, it ts specifically contradicted by the testimony of Mr, Dritsas cited in
support of it. Mr. Dritsas was asked: “[s 1t common or does it happen that sometimes
phatrmacists get payments or incontives to make substitutions?” He responded: “T don't
know of any - I don’t know thar you would incentivise & pharmacist io make 4
substitution,” Tr. at 20:4634 {Dnisas).

Second, regardless of what incentives may he paid by manufacturers or other
vendors, the empirical evidence dees not show that they were successiul in crealing
therapeutic substitution of generic potassium chloride products for K-Dur 20 at the
pharmacy level, See CPF 1001-1002 (one percent or less genenc substitetion for K-Dur
2}, as compared with much higher rates for other branded prodncts). - Mﬂréhlréﬁ{iﬁiﬁ:_
Divisional Manager f6r Pharvaucentical Pochasing-for the Walgreen's phattiacy chidin,
said under oath that therapentic substitution at‘the phariacy level is- much- less;commion
(b, respondents’ withiesses have testificd; and that it entails sibgtaniial switching &osts:

peirficilarlyin sixhé, fo.ffie pharmacist., .See'1019 33 (exchided evidence).

3.164. Mumaged care is one area where switching was o straightforward and a frequent
oceurrcnce. In 1997, some managed care plans did nol cover K-Dur. (20 Tr. 4649 (Dritsas)).
Upsher was saceesslul in getting Klor Con 8 and 10 listed on some managed care fortnularies.
{20 Tr. 4649 (Dritsasy}. Therefore, il a patient received a prescnption for K-Dur 20, and his
pharmacist discovered that K-Dur 20 was not part of his insurance plan but Klor Con 10 was, the
patient could got his preseription filled with Klor Con 10, (20 Tr. 4649-58 (Dritsas)). Indeed,

seven oot of ten patients at the Ume were getting preseriptions for something other than K-Dur.
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(20 Tr. 4630 {Dritsas)). Fither doctors were writing preseriptions for semething other than K-
D, or doctors were wriling prescriptions for K-Dur, and patients were having their prescriptions
filled with something other than K-Dur. {20 Tr. 4650 {Dritsas)). Upsher considered this result
successful. (20 Tr. 4650 (Dritsas}). Indced, an Upsher docuﬁlcm indicates that there has been
significant substilution betwecn Klor Con 10 and K-Tur 20 tablets on this basis. (20 Tr. 4752
{Dnisas)}).

Complaint Counsel's Response to Findihg No. 3.164:

I'he statement 111 Utus proposed (inding that most paticnts were getting
preseriptions for somcthing other than K-Dur 20 is irrelevant to the 1ssue of substitution,
as woll as incomplete and mislsading. Ifirst, the fact that some doctors “wers writing
preseriptions for something other than K-Dur” is wrelevant, unless 1t can be shown that a
substantial portion of those prescriplions involved doctors who previously prescribed K-
Dur 20 changing their preseribing habits (o prescobe Klor Con 10 instead o K-Dur 20.
However, as indhicated 1 CPRF 3.162, thore i3 no cmpincal evidenee to support the claim
ihat substantial substitution for K-Dur 20 occurred among physicians, Second, the
empirical evidence regaring substitution rates at the pharmacy level flatly contradicts the
claim that “patients were having their prescriplions filled with something other than K-
Dur.” See3.162. Inaddition, the statement that “there has been significant substitution
between Klor Con 10 and K-Dur 20 tablets™ also is flatly contradicted by the empirical
cvidenee. See 3.102.

The proposed finding i also misleading because non-AD rated generics of

branded dmgs, which includes other dosage forms or eguivalent dosages nsing other
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strengths (e, iwo 10 mEq tablets), cannot be substituled antomatically for a branded

drug {e 7., 20 mEq dosage of K-Dur 20). CPF 1004-1005, 1(H7-1009,

3.165. CX 1389 reflects that the total number o[ prescriptions in 1996 for K-Dur 20 was
%.8 milliun, and 10.2 million total for all K-Dur products. (CX 1389, 25 Tr. 6208 (Addanki}).
Of the 8.8 million, the document indicales that only 2.7 million were prescribed to be dispensed
as written, {CX 1389; 25 1r. 6208-09 (Addanki)).
Complaint Counscl's Response to Findj 165:
The proposed finding provides evidence m support of, rather than against, a
Onding of a separate economic market for K-Dur 20. 1f 2.7 million (about 31%;) of &.8
million preseriptions for K-Dur 20 were prescribed "DAW? hy physicians, this meanas that
6.1 million (69%4) prescrptions [or K-Dur 20 were free, with physician approval, to have
the less expensive, non-AB-rated generics of that time therapeutically substituted for the
presctibed K-Dur 20. See generaffy CPY 28-55. However, the empirical data shows that
only about one-tenth of one percent of all K-Dur 20 prescriptions were substituted prior
1o 2{1{}_1 , as compared with much kigher substitution rates for other branded products.
CPF 1001-1002, All l::;andod potassium chloride supplements other than K-Dur suffered
severe declines in prices, unit sales, revenues, and share of sales during the late 1990s.
See CPRF 3.162: CPF 974-975, 1{76. In conirast, during the same period the prices, unit
gales, revenues, and share of 53!@5. of K-Dur 20 rosc annually, See CPRF 3.1602; CPF
974.975, 1076, The fact that 699 of prescriptiens for K-Dur 20 for which lower priced

generic products could have becn substituted were, nevertbeless, filled with branded K-
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Dur 20, whereas most other branded products lost mast of their sales to generics (see
CPRF 3.162), is strong evidence that K-Dur 20 was not in the same economic markel as

the ether potassium chlonde products.

3.1660. Professor Bresnahan®s arpument that switching costs resuit i narmow product
markets is “just wrong.” {24 Tr. 5703 (Addanki); 25 Tr. 6009 {AddankiY). There are many
oppertunities for switching and the costs of switching are low. Indeed, the lerm “switching
costs™ is not even used in the pharmaceutical industry. (20 Tr, 4633 (Dritsas)). Far from
swilchmyg costs, (here can actnally be savings 1o the conswmers when substitutions are made at

the pharmacy level, (20 Tr. 4653 {Dritsaz)).

Complaint Counsel's Response to Finding No. 3.166:

The proposed finding is nmisleading, and also is contradicted by other evidence.
First, it misrepresents Professor Bresnahan’s definition of the relevant market as being
based solely on the issue of switching costs. Tn fact, Professor Bresnahan’s conclusion
that K-Dur 20 had monopoly power is based on a nurmber of considerations, including:
(1) ﬂle_almost insignificant levels of generic substitution ﬁ-nr K-Dur 20 prior to September
2001, compared with the extremely large and rapid substitution of the AB-rated gencric
Elor Con M20 thal were pradicted by respondents, and actually ocoirred, after Klor Con
M20's entry in Scptember 2001 {see Tr. at 3:430, 3:439-20 3:3:470-473_ 3480, 3:484,
3:490-93, 34:8038-39 (Bresnaban); CPF 988-993, 996-1036); (2) the inabilily of other
potassinm chleride products to restram K-Dur 20 competilively, as demonstrated by 118

annual priee, sales, and profit increases in the face ol generics pniced at a fraction of K-
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Dur 20's price (see Tr. at 3:431-32, 3:4753-76, 3:479-81, 3:483, 4:729-31, 5:351-52,
6:1227-30 (Bresnahan): CPF 972-983); and (3) the perceptions of payers, physicians, and
patients that other potassium chloride supplements were not good substilutes for K-Dur
20. See Tr. at 3478, 3:484, 6:1173 {Bresnahan); CPF 1024-1037.1069-1070, 1119-1123.
Second, the proposed finding is contradicted by other evidence (o he extent (hat il
asscrls switching costs do not exist and ars not an impediment io switching. CI'RF 3,154,
Third, while therc may be “opportumiies for switching” involving branded
potassium chloride products other than K-Dur 20, the empirical evidence show (hat these
opportunitics did not exist in the 20 mEq potassiwm chloride tablet and capsule market
prior to the entry of an AB-rated generic K-Dur 23 1 September 2001. CPRF 3.162-

A.165,

L. Professor Bresnahan improperly defines the market based on
pricing differcatials between brands and generies

3.167. Professor Bresnahan also did not include 10 mFq products m the sanie market as

20 mEq products because of a perecived price differential between them. (25 Tr. 6187

{Addanki)). Professor Bresnahan referred to a 30 percent price differential between products as

enough to pul twa different producis into scparatc markets. (25 Tr. 6187 (Addanki ). Charginga

higher price than other firms in the market it does not mean, however, that the higher-priced

product is in & different markel the lower-priced products. {24 Tr. 5740 (Addanki).

Complaint Counsel’s Response to Proposed Finding 3.167

The proposed finding is misleading in ils oversimplificalion of Professor



Bresnahan’s testimony. In fact, Professor Bresnahan's conclusion that K-Dur 20 had
monopoly power is based on a number of consderations, including: (1) the almosi
ingsipnificant levels of generic substilulion for K-Dar 20 prior to Scptember 2001,
compared with the extremely large and rapid substitmtion of the AB-rated generic Klor
Con M20 that were predicied by respondents, and actially occurred, alter Klor Con
M20's entry in September 2001 {see Tr. at 3:430, 3:43 .40, 3:3:470-473, 3:480, 3:484,
3:490-93, 34:8038-39 (Bresnghan); CPF 988-993, 996-1036); (2) the inahility of other
potassium chioride products fo resirain K-Dur 20 competitively, as demonstealed by ils
annual price, sales, and profil mercases 1n the face of gencrics priced at a fraction of K-
Duar 20's price (see Tr at 3:431-32, 3:475-76, 3:479-81, 3:483, 4:729-31, 5:831-32,
6:1227-30 (Bresnahan); CPI" 972-983);, and (3) the perceptions of payers, physicians, and
palients that other potassivm chleride supplements were not good substitutes for K-Dur

20, See Tr. at 3:478, 3:484, 6:1173 (Bresnahan); CPF 1024-1037,1068-1070, 1119-1123.

3.168. Professar Bresnahan [ailed to defing the market nsing his own *301%6 pricing
differential” crilerion. In January 2002, Rite Aid in Washington, D.C. seld K-Dur 20 for 560.99
and Klor Con M20 for $40.99, a 33% difference. According to Professor Bresnahan’s logic, K-
Drar 20 and its AB-rated generic, Klor Ciont M20, could not be in the same market. (24 Tr. 5741
(Addanki}; 25 Tr. 6187-88 (Addurki)). Nonetheless, Professor Bresnahan concludes that K-Dur
20 and Klor Con M20 are in the sarne product market. (5 Tr. 1003-06 (Bresnahan)).

Complainl Counzel’s Response to Proposcd Finding 3.168

The proposed conplaint is misleading in its oversimplification of Professor
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Bresnahan’s leslimony. See CPRF 3.167. Also, K-Dur 20 and Klor Con M20 are proven
to be in the same market by Lhe drastic erosion to K-Dur 2(fs sales upon the entrance of

Klor Con M20. CDPF 989-992,

Total Prescriptions
20 mEq Tablets and Capsules
Praiet July Angust Scptember Octobe MNawventbor
r

-Dur 20 1,501,000 936,000 677,000 | 42900 337,000
0

Genenc K-Duar 20 i 1] 16700 | 476 (H) 524 000
0

Tatal [REIRLN)) G3a,000 g44,000 | 215,00 #61,000
fi

CPF 980, CX 1480 at SP (}89838.

Alsa, Klor Con M20 foreed Schering to effectively reduce the price of K-Dur 20 by
offering K-Dur 20 as a genene product through its Warrick subsidiary. See Tr. at 3:439-
40 {Bresnahan). The gcncri-:; potassium chloride products that existed prior 1o Klor Con

M20's enttry wers unable to affect K-Dur’s sales or pricing in this way. See CPF 972-937,

3.169. Professor Bresnahan alse did not include in his defined market other oral
potassium chloride supplements that were priced at equivalent or higher levels than K-Tur 24 for
an equivalent dosage, such as K-Dur 10 and K-Tab 10, (24 Tr. 5741 {Addanki); §PX 2069)

(dernonsiralive). According to IMS data, the highest priced potassium chloride produet in 1997
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was K-Tab 10. {SPX 2071 (dcmonstrative); 24 Lr, (Addanka}).

Complaint Counsel’s Response to Proposed Finding 3164

The proposed finding is misleading. Professor Bresnahan did net include other
non AB-rated potassinm chloride products in his defined relevant market because they
did not compete with K-Dur 20. The fact is degmte K-Dur 20's substantial price
premium, non AB-related polassiam chloride products were not able to erode K-Dur 20
sales, in fact its sales increascd before the entry of an AB-rated generic competilor. See
CPRT 3.37; 3.168. In addition, the proposed {inding’s assertion that K-Dur 10 and K-Tab
10 were priced higher than K-Dur 20 is contradicted by other, empirical evidence on
average selling price, net direct price, and average whaolesale price:

Average Selling Price ol Potassivm Chlpride Products in 1936

Brand ASP i dollarsfunits
K-Dur 20 3285
Klor-Con 10 657
Ethex 0545
Apothecon 0570
Micro K 10 1105
K-Tab 2700
Klotrix 2000

Source: CPI' 1075,
Morcover, as Professor Bresnahan testificd, it is not enough to lock merely at the
prices of other products — one must glso consider their sales volume in order 10 defermine

their competilive signilicance. Tr. at 34:8031-33 (Bresnahan); CPF 1108, Dunng the
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late 1990z, the sales of the other branded potassium chioride products were small relative
to K-Dur 20, and those sales were declmmg. Tt at 34:8033-33 (Bresnahan), CPF 1108,
In addition, at various times during this penod, the prices of certain othier branded
produets fell relative to K-Dur 20, effectively creating a price cut relative to K-Dur 20,
CPT 1108, Moreovar, the price of K-Dur 20 relative to Klor Con 10 and Klor Con £ rose
during this period. Tr. at 34:8035-36. Howcver, instead ol eilher reducing its priec to
compete with these products or losing sales to them, K-Dur’s sales and prices kept rising
over this period. Tr. al 34:8035-37 (Bresnahan); CPF 1108, This is strong evidetice that
these other products were “not putting an imporlant constraint on K-Dur [20]” (Tr. at
34:8034-35 (Bresnahan)), and is evidence for, rather than against, K-Dnur 20's market

power. Tr. at 34:8037-38 (Bresnahan).

2. K-Dur's Pricing Does Not Reflect Monopoly Power
3.170. Professor Bresnahan's allernative methad of determining the existence of
monopoly power involves the relationship between pricing and marginal costs. He defines
monopoly power as the ahility to price profitably above cost without constraints from
competition. (6 Tr. 1189 (Bresnahan)).

Complaint Counsel’s Responge 1o Finding No. 3.170:

Complaint counscl has no specilic response.

a. Complaint counsel did not prove that K-Dur 20 is priced above
marginal costs
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3.171. Professor Brespuhan's measurc of marginal cost excludes several important
features of the branded company’s lrue cost te make the product. ITe excludes resesrch and
development costs, for example. (6 Tr. 1190 (Bresnahan)). Protessors Areeda and Turner,
however, cxplain that when allempting to infor market power from price-cosL comparisons, ang
must compare the price (o the cost of production, research and development costs, and
promotional expenses. {6 Tr. 1191, 1193 {Bresnahan)).

Complaint Counscl’s Response to Findmg No. 3.171:

The proposed finding is incomplcic and misleading. Professor Bresnuhan
explained that the Avecda and Hovenkamp example differed from his own analysis of
market power, in that it is simply a neethod for infermng market power Fom cost-price
accounting data {which he indicated is generally not a good idea), and naot an analysis af
the appropriate definition of marginal cost {or delenmining whether market power exists.

Tr. at 6:1191-93 {Bresnahan).

3.172. Complaint counscl failed to present any proaf regarding Schering’s costs. There
{s o evidence of what [t costs to produce K-Dur 20, and it is therefore impossible to determine
how the price of K-Dur 20 compares to its costs.

Complaint Counsel's Response to Finding No. 3.172:

The proposed finding is not supported by the evidence. CX 695 (SP 020636-702)
provides the following actual cost informatien for K-Dur for the years, 1995 - 2" quarter
of 2001 standard direct cost, standard fixed cost, royalties, relums, package rcvisions,

journals, dircet mail, agency fees, selting aids, educational materials, samples, promotion,
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field selling, incentives, market research, research studics, cash discount, and freight.
Schering's marketing plans assume that Scherng could still sell K-Dur 20 profitably, even
after effectively reducing the price by 50 percent (by selling it as a generic product
through Schering’s generic arm, Warmck). See, e.g., CX 144 at 5P 22 0000]-03; sussssses

FEPTET PR PR A A A FE RS R RS TR B R |; see EIJSG Tr at

25:5265-80 (Addanki) (Schering forceasts assumed that genencs of K-Dur 20 woald
criter the marked at about 50% of the price of K-Dur 20 and captire 50% of the market,
and thal Warrick would win back 50% ol thc pencric sales). The fact that Schering could
effectively reduce the price of K-Dur 20 by 50 percent to compete with entry by an AB-
raled gencric suggests that it could have reduced the price simlarly m response to
competition from olher potassium chlovide supplements, if those products had been in the
same producl markel as K-Dur 20. The fact that it did not reduce K-Dur 20's price (and,
in fact, consisicnily raiscd that price) suggests strongly that K-Dur 20 was priced wel

above marginal cost, and that 1l had market power.

b. Generic substitution docs not indicate monopoly power
3.173. Having [iled to examine evidence of Schering’s actual costs, Professor
Bresnahan arpues that where 2 low-priced generic enters and takes sales away from Lhe branded
product, it indicates that the branded price is supracompetitive. (3 Tr. 473, 458 (Bresnahan)}.
According 1o Prolessor Bresnahan, this shows that the branded product had monopely power.

Complaint Counsel's Response to Finding Ne. 3.173:
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Proposed findings 3.173 through 3.175 are incomplete and misleading, They
nusrepreseni Professor Bresnahan's opinion that K-Dur 20 had market power as being
hased solely on whelher a generic product entering the market will take sales away from
the branded product. In fact, Professor Bresnahan's conclusion that K-Dur 20 had
monopoly power is based on & number of congiderations, including: (1) the almost
ingignificant levels of generic substtution for K-Dur 20 prior to September 2001,
compared with the extremely large and rapid substitution of the AB-rated genenc Klor
Con M20 that were predicted by respondents, and actually oecurred, alter Klor Con
M20's entry in Septeniber 200 (see Tr, at 3:430, 3:439-40, 3:3:470-473, 3:4580, 3:484,
34:8038-3% (Bresnahan); CPF 988-993, 956-1036); (2) the mability of other potassium
chloride products to restrain K-Dur 20 competitively, as demonstraled by its avmual price,
zales, and profit increases in the face of penerics priced al 4 lraction of K-Dur 20's price
(see Tr. at 3:431-32, 3:475-76, 3:479-81, 3:483, 472931, 5:851-52, 6:1227-30
i{Brosnahan), CPF 972-983); and (3) the perceptions of payers, physicians, and patients
that other potassium chlornde supplements were not geod substitutes for K-Dur 20, See

Ir. at 3:478, 3:484, 6:1173 (Bresnabany, CPY 1024-1037,1069-1070, 1119-1123.

3.174. Professor Bresnahan concluded that Schering’s K-Dur 20 had monopely power
beeause Klor Con M20Q, the AB rated generic substitute, came in at a lower price than K-Dur 20
and took sales away from K-Dur 20. (24 Tr. 5736 (Addanki), (CX 1586); 6 Tr. 1180-81
(Bresnahan)).

Complaint Counsel's Responsc to Findin

133



Proposed findings 3.173 through 3.173 are incomplete and misleading, because
they misrepresent Professor Bresnahan's opinion that K-Dur 20 had market power as
being based solely on whether a generic product entering the market will take sales away

from the branded product. See CPRE 3,173,

3.175. But Professor Bresniahan never explained how the loss of sales to a generic
establishes that K-Dur 20°s price was above the competitive level. It is very common to find
generics on store shelves, and they are almost always at lower prices than brand products. (24
Tr. 3751 {Addanki)). These genenc products usually take share from branded products that are
sold at higher priees; thal does not make each of these brands monopelisis. (24°1r. 5751-52
(Addanki)).

Complaint Counsel's Response to Finding No. 3.175:

Proposed findings 3.173 through 2.175 arc Incomplete and misleading, becavss
they misrepresent Professor Bresnahan's opinion that K-Dur 20 had market power ag
being bused solely on whether a generic product entening the market wiil lake sales away

from the branded product. See CPRF 3.173.

3.176. There are plenty of examples of brands taking sales from other hrands i the oral
potassim chloride supplement market. For example, TMS data répnrted that from December
1994 1o December 1995 the share of new prescriplions accounted for by K-Dur 10 and K-Dur 20
mereased from 4.1 to 5.1 percent and from 29.7 o 32.3 percent, réspectively. Olher products

with increaging share inciuded Klor Con 10 and the category labelled “*(reneric KCL.” This
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increase in share and sales was associated with signiticant declining share (and absolute sales) for
several other products, inchiding Micre K 10, Micro K, Slow K, K-Tab, Klor Con §, Klotrix,
Ten-K, K-Lease, Kaon-CL and potassinm chloride liquids and powdors. (CX al 81 SF 089318);
X 81 SP 08931% pattern for total prescriptions). A similar pattarn of sharc and sales
movements held for December 1995-December 1996, (CX 82 at 8P 089321-322)

Complaint Counsel's Response 1o Hinding No. 3.174:

The proposed finding is irrelevant and contradicted by more reliable evidence.
First, since the mid-1990s, the trend in sales of branded polassium chloride products has
gone toward 20mEq tablets and capsules (1.e., K-Dhur 20, until September 2001) {(see, eg.,
CX 14593 al 28:12-21 {(Dolan Dep.)). This shift in demand from various formulations of
polassium chlonde to K-Dur 20, 18 a result of K-Dur 2('s unique physical characteristics.
These attributes are attractive to physicians, patients, and payers. CPF 1037-1070,

Second, the fact that K-Thur 20'3 sales and share ol sales inereased over time,
despite K-Dur 20's sizeable price premivm over the gencric 8 and 10 mEq producis. Al
the same time, branded 8 and 10 mEq products lost sales and share to the gonerics. This
is is strong evidence of two things: {1} that K-Dar 20 was in a different product market
from these other products; and (2) that K-Dur 20 had market power in its own market —
20 mEq tablets and capsules. See CPRIT 3.173.

Third, althongh both K-Dur 20 and generic preducts were gaining sales and share
of sales from at least 1996 through 2001, the great majority of the lost sales expericnecd
by ihe branded potassium chloride products went to the generics, for which cach branded

produet other than K-Dur had an AB-rated version {see CX 16 at SP 003543 {K-Drur 20
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was the "oniy branded potassium chloride product with no AB-rated generic"}), rather
than to K-Dur 20 (o which none of the generics ot olther brands was AB-rated). See CX
1& at SP (03343; CPF 977-983, 1076 (showing unit sales and shares of sales of K-Dur
20, tig non-AB-rated generrcs, and the othet branded potassium chloride supplemcnts).
Muoreover, the fact that the other branded potassium chloride produets reduced their prices
substaniially lo cormpele with their genenic cquivalents (see CX 19 at USL 13228 ("major
brands have startcd to trade price for volume to compete with strong gencric
competition''y), but that K-Dur 20 did not (see ‘L', at 3:431-32, 3:475-76, 3:479-81, 3:443,
5:851-52, 6:1227-30 (Bresnahan}, CPF 972-983 (K-Dur 20's price increaged annuaily,
despite presence of generics priced at a fraction of K-Dur 20' price); see alse CPRF
3.214 (K-Dur 20 rebates did not substantially reduce its price vis-a-vis other potassium
chloride produects)), suggests strongly that the generics were competing with the branded
praducts (but not K-Dur 20), and that most of those brands' lost sales went to the

generics, rather than to K-Dur 20,

3.177. Professor Bresnahan acknowledged that when K-Dur 20 was introdueed it teol:
business from the incumbent potassium chloride supplements. {6 Tr. 1174-75 (Bresnahan )).
According to Professor Bresnahan’s test for monopoly each of the firms losing sipmficant share
had a monopoly; this 1s incorrect. {24 Tr. 5739, 5801, 53907 (Addanki}).

Complaint Coungel's Responge to Finding Np. 3.177:

The proposed finding is mislcading to (he exient it fails to acknowledge thal the

very loss of sales of incumbent potassin chloride supplements 1o a higher priced E-Dur
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shows K-Dut's market power. Proposed finding 3,177 is misleading and incomplete to the
extent that it misrcpresents ﬁc factors underlying Prof. Bresnahan's analysis of market
power. Tr. at 3:429- 83 (Bresnahan) Proposed findings 3.173 through 3.187 are also
incomplete and misleading, becausc they misrepresent Professor Bresnahan's opinion that
K-Dur 20 had market power a5 being based solsly on whether a gencric product entering

the market will take sales away fiom the branded product. See CPRF 3.173.

3.178. Inapplying his test, Professor Bresnahan only looked at the volume irends of K-
Dwr 20 :md Klor-Con M20. Professor Bresnahan disregarded other volume trends in the oral
poelasstum chlonide supplement market in 2001, (24 Tr. 5737 {Addanki)). To he consistent with
Professor Bresnahen's theory, ene would have to assume that it was the introduction of Klor Con
MZ0 that was causing the drop K-Dur 2(0°s volume and that nothing was happening to 10 mEq
potassium chleride supplements. (24 Tr. 5737 (Addanki)}. However, while K-Dur 20 sales were
dropping after the entry ol Klor Con M20, the sules of other potassivm products, including Kior
Con 10 and Klor Con 8, were growing. (SPX 2282 (demonstrative); 24 Tr. 5738 (Addanki)}.
Klor Con M20 was also growing. (24 'I'r, 5738 {Addanki); SPX 2282) (demonstrative). Many
producis were taking sales away from K—Dur 20, not just the AB rated generie, indicaling that
Professor Bresnahan’s test for market power and monopoly was incorrect. (24 Tr. 5739, 58061,
5907 {Addanki)).

Complaiml Counsel's Responsge to Finding Mo, 3.178:

The propased finding is incomplete and misleading, because it misrepresenis

Profcssor Bresnahan's opimion that K-Dur 20 had market power as being based selely on
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whether a gencrie product entening fhe market will take sales away from the branded
product. See CPRF 3.173.

The proposed finding is alzo coniradicted by other evidence, to the extent il
asserts that Profcssor Bresnahan disregarded sales volume-related information in forming
his opinion that K-Dur 20 had markel power. See, e.g., Tr. at 3:475 (Bresnahan) (He
considered information on "sales and pricing” for "potassium ¢hloride products
generally,” not just K-Dur and Klor Con). In fact, Prolessor Bresnahan criticized Dir.
Addanki's analysis for not considering unit sales infonmation. See Tr. at 34:3031-37
(Dresnahan) (discussing how 1l i neecssary to consider the unit sales, not just prices, of
ather branded potassium chloride products to determine their competitive significance
vig-a-vis K-Dur 20).

Reyarding Lhe assertion that K-Dur 2 lost substantial sales to other polassiom
chloride producis, mcluding Klor Con 8 and Klor Con 10, the proposcd finding is not
supported by the evidetice and 1g irrelevant. The empirical data show that, during the
latter 19905 and 2000, K-Dur 20's sales and share of sales were increaging steadily. See
CPF 977-583, 1076 (showing increasing sales and shares of sales of K-Thr 20).
Empirical evidence also shows that the generics that were gaining sales were taking the
overwhelming majority of their sales from branded potassium chloride supplements (ail
of which had an AB-rated gencric competing with them art the time (see CX 76 at SP
003543 (K-Dur 20 was the "only branded potassium chlonde product with no AB-rated
genenc')), rather than from K-Dur 20 {to wiich none of the generics was AB-ratcd). See

CFPF 977-933, 1076 (showing that, while sales and shares of sales of K-Dur 20 and the
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non-AB-rated renerics were micreasing, sales and shares of sales of other branded
potassiim chloride supplements wore declining). Thar thore are other changes betwecn
different groups of potassium chleride is largely inrelevant. In the sumimer of 2001, as
both Schering and Upsher acknowledge in their proposed findings, although the salcs of
bath K-Dur 20 and K-Dur 10 began dropping and safes of Klor Con 10 and Klor Con 8
showed an uptamn about the same time, this was dog primanily to 2 shortage of K-Dur
prixducts due to FDA compliance issucs that arose during the sommer of 2000 (see
&Schenng's Proposcd Finu:iing Na. 3.180; Upsher's Proposed Findings No. 179-182), which
required therapeutic substitution of other products tor the upavailable X-Dur 20. See
Schering’s Proposed Finding No. 3.180; CPE. 1023 (exdlided evidénce). Moreover, the
asscriion that K-Duar 20 lost share 1o Klor Con 8 and Klor Con 101s contradicicd by
Upsher's Proposed Hinding No. 196, which states that Upsher's "8 mEq and 10 mEq wax
matrix prodoets” (e, Klor Con 8 and Klor Con 10} "tost market share and sales to K-
Dur 20."

Maoreover, even if it can be shown that Klor Con and other non AB-rated generics
o0k some sales from K-Dur 20, this [act by itsell is nol meaningtul for an analysis of
whether those frms and K-Dur 200 competed in the relevant wl;mmn_jr.: markel, and
whether K-Dur 20 had motopoly power o thal market, See CPEF 1086-1089 (cxplaining
hew the conclusion that the more presence of competing hirms in a monopoly market
where the dominant firm is pricing ar monopely levels means that the market is
competitive commits the basic analytical error known as the "cellophane tallacy™. Also,

' _thc mete fact that non-AB-ratcd generics were K-Dur 20'% closest competitors prior to
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Septernber 2001 does not imply that they were good subslitutes Tor K-Dur 26, since at
maonopaoly prices, even poor substitutes start looking good to some customers. See CPF

1089 (Posner (used as reliable authority)).

3,179, Sates of K-Dur 10 also felt after the introduction of an Al3-rated gencric, Klor
Con MUY (5PX 2284 {demonstrative); 24 Tr. 5739 (Addunki)). But K-Dur |10 did not have
momopoly power. (24 Tr. 5740 (Addacki)y. The Bresnahan test therelore leads to the wrong
conclusions. (24 Tr. 5740 { Addanki)).

Complaint Counsal's Besponse to Hindine No. 3.179:

The proposed finding is incompiete and misleading. because it misrepiesents
Profcssor Bresnahan's opinion that K-Dur 20 had market power as being based solely on
whether a generic product entering the market will take sales away from the branded
product. See CPRF 3173

The proposed finding is also misleading to the eatent tal it sureests thae only a
monopolist will lose sales to a new entrant and it fails to acknowlodze that the

introduction of new AB rated genenc opened up K-Dur 10 to new competition.

K-Dur's sales dechne in mid-2001 was the result of l-:D.fk regulatory sotion, not
competition from other potassium chioride supplements. See Schenng's proposed
finding 3.180; Upsher’s Proposed Findings No. 180-182. This supply shortare forecd
pharmacists to rely on the therapeutic substinmon of other pmdﬁc{s for the unavailable K-

Dur 20. See Schering’s Proposed Finding No. 3.180; CPRT073 {ﬂxﬂ}ﬂdﬂ&ﬁﬂdﬂﬂtﬁ}
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Nevertheless, when Upsher entered with its lower-priced generic version of K-Dur 20 in
Septomber 2001, Schenmy’s sales suflered a rapid and deamatic decline, losmg nearly
two-thirds of new preseriptions, and over 50% of total prescriptions, for 20 mFEq
potassium chloride lablels in just over two months. CX 5 at Schering-Plough 08931 3-
13¢; CX 6 at SP 089314-17. This result was consistent with how genenc entry typically

effects the brand's market share, Sge CPF 39-41, 50-55

3.180. Inlocking at generic substitution for K-Thar 20, Professor Bresnahan ignores the
fact that Schering’s K-Dur 20 was not as widely available as a result of manufacturing pfnblems,
which compromised Schering’s ability to supply K-Dur to the marketplace. (23 Tr. 5488-89
{Troup)) (20 Tr. 4682, 4823, 4826-27 (Dritsas)}. A sales history shows K-Dur 2(Fs prescriptions
dropping since July 2001, before Upsher's entry. (20 Tr. 4823 (Dritsas), CX 1586). During this
time, Upsher saw its sales of Klor Con 8 and 10 double. (20 Tr. 4682, 4823-24 (Dnitsas)}.
Upszher’s customers were switching X-Dur 20 for two Klor Con 102, because K-Dar 20 was not
available. (20 Tr. 4682-83 (Dritsas)}. Indeed, Walgreen's svstem was sct up 1o instruct the
pharmacist to dispense Klor Con 10 when a prescription for K-Dur 20 wag recoived. (20 TT.
4683 (Dritsas)).

Complaint Coungel's Responisc to Findine No. 3.180:

The proposcd finding is incomplete and musleading, because it misrepresents
Professor Bresnahan's opindion that K-Dur 20 had market power as being bascd solely on
whether a gencric product entering the market will take sales away from the branded

product. See CPREF 3.173. The proposed finding is also misleading because it fails to
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acknowledge difference in magnilude of the sales changes before Scptember 2001 and
after September 2001: small changes befors then were due to product availability
problems, but the g declime came only afier availability of an AB ratcd gonenc.
Moreover, K-Dur's sales dechne m md-2001 was the rcsult o[ FDA regulatory
action, not competition from other polassium chloride supplements. See CPRF 3,170,
Prior to that time, K-Dur 20's share of sales had been increasing, whilc the shares of Klor
Con 8 and 10 had been relatively flat. See CPF 977-983, 1076 (showing that salcs and
shares of sales of K-Dur 20 and the non-AB-rated gencrics were mergusing, and that salcs
and shares of sales of other branded polassium chloride supplements were declining).
The lact that sales of Klor Con 10 and Klor Con 8 increased substantially only after K-
Dur 20 was physically unavailable to be dispensed, thereby making therapeutic
substitition a necessity rather than a choiee, is strong evidence that purchasers and

nhysicians did not regard these products as close substilutes for K-Dur 20,

3.181. Frolessor Bresnahan also conceded that the competition that exists belween a
brand name company and 1ts AR rated generic has special features. {6 Tr. 1176 (Bresnahan)).
Monetheless, Professor [Iresnahan did net account for mandalory substitution laws. Most states
allow pharmacists to make a therapeubic substitution i their profcssional judgmend, and inl some
statcs, mandatory substitution laws require phartnacists to dispense the generic product when
filling a prescription for the branded product. (17 Tr. 4034-35 (Dritsas); 20 Tr. 4634.35)
{Dritsaz); 6 Tr. 1178 {Brcanahan)).

Complaint Counscl's Response te Finding No. 3.181:
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The proposed finding is misleading and contradicted by more reliable evidence to
the extent it suggests that state substitelion laws are not resiricted to AB rated generics.
Tha generic substitution laws only require switching when the AD rated senetic is less
expengive. The switching comes about because the brund chooses not to corapete on
price. State generic drug sibstiturion laws do not allow the automatic substifution of
generic potassivm chleride products not AB-rated 1o K-Dur 20— i.e., all other potassium
chloride products prier to the entry of Upsher in Scptember 2001, CPF 1005. Most states
have faws that permit 2 pharmacist (o automaticalby substitute an AB-rated generic drug
for its bioequivalent branded drug, unless the prescribing physician indicates "dispense as
written" or "DAW " However, those laws do not pormit automatic substitution of a nun-
AB-rated drug for another drugr — 1o do this, a pharmacist must contacl the phystcian for
permission. CPF 34-37. At the rime of the Scheﬁngfl'_lpshe.r agreement, no potassintn
chloride supplement was AB-rated, and therefore none was aulomatically substitutable,
for K-Dur 20. See, ez, CX 1493 al 41:12-16 (Dolan dep.) (K-Dur 20 "was the only
product that was . . . 20 miiq on the marketplace at the time. . ., 1]t was not AB rated 1o
amylhing else und not fully substitutable for any other products . . . ."); CX 16 at SP
(03543, §P 003545 "(K-Dur Marketing Research Backgroundcer," dated July 1, 1996 (K-
Dur 20 has "o AB rated genenc,” and "camnot be legally substituted ™), Tr, at 1533466-68
{Russo). A pharmacist cannot substitute these different forms or dosage strengths of
potassium chloride tor K-Dur 20 withoul physician permissien. Tr. at 1:174 (Goldberg);
Tr. at 13:3468 (Russo}; Tr. at 20:4846 (Dritsas); Tr. at 21:5001 {Freesc).

B ih poposd g i et i radicted 8 e il
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1214 fGridith Déclaration’ excliided Videndd)

Walgreens does not promaté:therapcutic: substitulion; and “suchsibsiitution is

sl For Walgreans phurmagies “CX 1778 Ut (Groth Déclaration: exeluded

evidenics; My €iroth stared it *Walgféent heligvestiat it pharmacists shonld iot
inferfere ifi the physician-patiént relatihishfp/. TEthe physiciin has deferthined-thal
particilar product is the most appropriateagent for o patient, the' phatinacist.should not
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€X 1775 %13 (Groth Declaration-¢xcluded evidcnce).

Mg: Groth is not aware of any.instance int Which Walgroons has required-its
pharmacists to miake a therapentic sibstitution:” €X.1778 §f 11 {Groth-Beclaration -
exclided évidence). He statad that during the summer of 2001 there was 4 shortage of K-
Dut 20.: Durivig that time, indivi:dﬁﬂ-;_Walgrééhs pharmacists wh_dwsﬁ:@iﬁhiu 1T ubtain
K-Dui20 implemented therapetic. subfstitution with the phsician'sapproval. Tf &
generié foimulétion-of potassium chigride 20 mEq had been available; ths pharmacists
would hitvedilied those présuriplivls with an AB-rated genciit equivalént ingtead of a
thicapeitic: substitato, CX 1778 T 16 {Groth Declaration - excluded’évidefice).
ecbpding 10iMr. Groth, Phillip Britfsstestimony that Walgroens sef afinessagedn ifs
§¥steimsso tidt vhien fhi prescription. chme up for K-Dur, the pharyiadists weidinsiructsd
16 dlispeiise fia Klor Cofy 10.produets.’is erroncous. - CX 177848 (Groib Bodfmaion:

excliided exidence):

3,182, Where pharmacists are required 1o substilute the generic for the hranded product,
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a prescription for K-Dur 20 will result in an automatic swiich by ihe pharmaeist to the generic
produci. {6 Tr. 1178 {Bresnahan}}. Thus, genencs always take sales away fom the brand name
(6 Tr. 1180 (Bresnaham})), even 1f the patient preferred the brand. (24 Tr. 5742-49 {Addanki)).

Complaimt Counsel's Response to Finding No. 3.182:

The proposed finding is coniradicicd by olher evidence, to the extent it asserts that
state generic drug substitution laws foree paticnts to purchase AB-rated equivalents of
branded products, even when the patients or their physicians want the hranded producis to
be prescribed. First, even m mandalory subslilution stales, the AB raled generic
substilutren 15 only mandated for prescriptions filled under third-pariy payor plans. The
proposzed finding is mislcading and contradicted by other cvidence, to the cxtent it asserts
thar state generic drnig substitution laws force patients to purchase AR-rated equivalents
of branded products, even when the patients or their physicians wani the branded
products to be prescribed. First, soma state generic substitotion laws are not mandatory,
bul permit Lhe pharmactst disersiion in substilution. See CPF 37, Second, physicians can
require that preseriptions be dispenscd with the branded produet, rather than a gencrie,
simply by writing “dispense as written” (or “DAW'™) on the prescription. See CPF 37-38.
Third, state generic substitution laws do not require a generic product to be dispenzed 1f a
patient requests the branded prodact. See CPF 38. Siate generic drug substitution laws
mercly inploment the basic ceonomic principle (hat, given a choice bolween two
lundamentally tdentical products, consumers typically will choosc the 1css cxpensive one,
particularly when it iz priced at half the price ol the alternative product. See CPF 900,

1113 {generic K-Dur 20 is priced at 50% of the branded pricc).
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What these proposed findings 1gnore is that state generic dmyg substitution laws merely
iinplement the basic economie principle that, given a choice between iwo fundamentally
identical products, consumers typically will choose the less expensive one, particularly
when 1t 18 priced at half the price of the alternative product. See CPF 990, 1113 {genenc
K-Dur 20 is priced at 30% of the branded price).

Mureover, Lhe fact that some AB-rated generic drugs reach substitution rates of 80
percent, while other AB-rated generics achieve only 30 percent substitution {see
Scherimg’s Propescd Finding No. 3.185), mdicates that patients, physicians, and
pharmacists have the ghility to excreise choice when purchasing prescription drgs, cven
when stalc genenic drug substitution laws provide for automatic generic substitution. Mr.
Roscnthal testified thal "mdividual products have different substitttion rates,” and that
the six-month substitition rate for most generies falls within "a bread range from 30 to . .
. 80 percent . . . with most producis fatling into the higher range." Tr. at 8:1541-42
{Rosenthal). A primary reason for the wide range of substitulion rales is Lhe different
levels of comfort physicians and pharmacisis have in preseribing and dispensing drugs
hased on their therapeutic characteristics and the seriousness of the medical conditions for

which they are prescribed.

3.183. Dr. Addanki gave an example ol how the mandatory substitution laws olfer a
misleading indication of monopoly power. Dr. Addanki supposed that there was a mandatory
detergent substttution law in Maryland and every time a consumer iried to buy Fab at a Maryland

(nant supemnmarkct, the casher replaced it at the checkout counter with Super G detergent, the
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(riant private label. Despite the reduction m sales of Fab and the increase in sale(s) of Super (5,
that would not make Fah a monopolist. (24 Tr. 5749-5( (Addunki}}. It is simply the mandatory
substitution law that causcs the substitution, nol the monopoly power of facts. (24 Tr. 5749
(Addanki}).

Complaint Connsel's Response to Findine Mo, 3.183:

This finding is misleading and misstates Profussor Bresnuhan's testimony.
Professor Bresnahan's point regarding mandatory substitution laws is that, since there was
no AB-rated gencric to K-Dur 20 prior to September 2000, K-Dur 20 could not be
aulomatically substituted at the pharmacy level even in states with mandatory substitution
laws, He did not testify that the sole fact that an AB-rated genenc 1s substituted for its
cquivalent branded drug because of a mandatory substitution law means that the branded
drug had monopoly power. Rather, he stated that the fact that K-Dur 20 could not be
substituted by pharrnacisls aulomatically before September 2001, even in states with
mandatory substitution laws, was a primary reason why non AB-rated generic potassium
chlonde supplements could not serve as a competilive constraint on K-Dur 20. Tr. at
3:484 (Bresnahan), CPF 1011. Therapeutic substitution of 4 non-AB-rated generic would
be less cost-elTicicnt than automatic substitution of an AB-rated peneric because of the
attend=nt "switching costs.” Tr. at 3:490-93 (Bresnahan); CPF 1011-1013.

In addition, the example used by Dr. Addanki 1s irrelevant, because it involves a
tuarkel in which there are a number of precxisting producis, all of which are competing
vigorously with each other and, therefore, none could have monopely power. Tr. at

6:1186-88 (Bresnahan}. This is in contrast to this case, in which there are no preexisting
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competitors Lo K-Dur 20 prior to entry by its generic equivalent. See Tr. at 6:1182

{Bresnahan};, CPRF 3.187.

3.184. Ouiside the pharmacentical industry, the customer is pemmilted to purchase the
brand of his choiee or the generic. (24 Tr. 5749 {Addanki)). Under mandatory substitution,
however, the AB-rated generic drug’s volume increases, and the branded product’s volume
drops, because substinution is required. {24 Tr. 5750 (Addanki}). This docs not mean that lhe
branded product is a monopolist, but would mean that each time someone tried to buy the
branded product, it was replaced by the generic. (24 Tr. 5750 (Addanki)).

Complaint Counsel's Responge to Finding No. 3.184:

Thiz proposzed finding is misleading and misstates Professor Bresnahan's
testimony fa the exlent it claims that he automatically defined as a monopolist any
branded product that 1s subsfituted by an AB-rated generic because of mandatory

substitulion. See CPRE 3,183, 3,182,

3.185. The rate of generic substitution after 6 months of gencric competition will range
from 30 percent to 80 percent regardless of pioncer drug’s prior share. (8 Tr. 1541-42; 1560
(Eosenthaly).

Complaint Counsel's Response to Findigs No, 3.185:

The proposed finding is not supported by the evidence cited. While Mr.
Rosenthal did say that the rate of genenc substitution afier & months of generic

competition will range frotn 30 percent to 80 percent, he did not say that this occurred
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regardless of the pioneer drug's prior share. In fact, he stated the increases in substitution

ritlc 15 partly related to the high wisibihty of certain drags, Tr. at 8:1542 {Rosenthai}).

3.186. Reflecting the mandatory substitution laws, sales of K-Dur 24 fell during the tall
al 2001, (25 Tr. 6188 (Addanki); CX 1586). Some state substitution laws mandated that a
pharmacist could not fill a prescnption with K-Dur 20, but instead had lo use the generic
alternative. (20711, 4824 {Dritsas)). In thosc states, Schoring’s earlier efforts doctors to persuade
doctors o prescribe K-Dur resulted in sales for the generic, even when the doctor prescribed K-
Dwr. (6 Tr. 1178 (Bresnghan’). Mandatory substitution laws effectively blocked K-Dur from
competing for some patients. (20 Tr. 4824-25 (Drisas)).

Complaint Counszel’s Responac (o Findinge Mo, 3.136:

Complaini counsel has no specilic response.

3.187. Undcr Professor Bresnahan’s test, if a generic under-prices and takes sales away
from & brand, the brand would have monopoly power. (6 Tr. 1180-81 (Bresnahan)). But under
mandatory substitntion laws, AB-raled gencries always lake sales away from branded products.
{6 Tr. 1181 {Bresnahan)). Thus, under the Bresnahan test, all brand name drugs would have
monopoly power. But Professor Bresnahan acknowledged that all brand name drugs do not have

monepely power. (fd.at 1180).

Complaint Counsel's Response fo Findiy Ne. 3,187:

The proposed finding 1s misleading and misslales Professor Bresnahan's

teshmony. Professzor Bresnahan did not testify that any time a lower priced generic takes
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sales away from a branded drug, the branded drug had monopely power before the
gencric competitor entered the market. He stated, rather, that whether the branded
preduct had monepoly power prior to the entry of the AB-rated gencric would depend on
whether "the underpricing and taking sales are . . . substantial in terms of the impact on
the marketplace relaiive to the competitive consirainl available [rom the other producis
preexisting beforc” the generic's entry. Tr. at 6:1181 (Bresnahan). This is in contrast to a
market where thore are preexisting competitors whose competition restrains the pricing of
the product whose generic cquivalent has entered the markel. In thal casc, one would not
cxpect the generic entrant to have a large impact on the branded product's price or sales
because the preexisting finns were already constraining it. Tr. at 6:1182 (Bresnahan). In
this case, the fact that K-Dur 20 had monopoly pawer prior to the entry of Klor Con M20
is supported by the evidence thal the preexisting non-AB-rated genenics were priced well
below the price of IKK-Dur 20, but did not restrain K-Dur 2{'s pnicing or take sales away
[rom it. Sce CPRF 3.60, 3.81-3.82, 3.169. Moreover, once Upsher launched its AB-rated
generic competitor to K-Dur 20, K-Dur 20's sales bogan to drop drastically (see CPRE

3.1 ﬁE]E desnonstrating that the preexisting products, generic and branded, werc not a

competitive constraint on K-Dur 20.

C. Higher pricing for a branded produci does not indicate
monopoly power

3188 All produets in arelevant market do not have to have similar prices. (Addank

6198). Products compete aleng different dimensiens, and price is only one such dimension. (25
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Tr. 6198 (Addanki}). Generics offer a different bundle of attributcs from branded products in all
sorts of markets, not just phavmaccuticals. {25 Tr. 6198 (Addanki)).

Complaint Counsel’s Response to Finding No 3.188:

Complaint counsel has no specifie responsc.

3.189. Genenc products are always priced below branded products. (6 Tr. 1179, 1180-81
(Bresnahan)). Generic companies generally have small sales forces, mmall sales expenses, and
only a tiny portion of the research and development expenses of a brand name company. {6 Tr.
1179 (Bresnalan)).

Complanl Counscl’s Response to Finding No 3.18%:

Complaint counse] has no specific response.

3.190. Charging a higher price does not mean thai a branded product has monopoly
power, because branded products tend to sell for hegher prices than unbranded products. (24 Tr.
5740 (Addanki}y. A price dilference between Klor Con M0 and K-Dur 10 does not make K-
Dar 10 a mﬂnq:_:pnly. (25 Tr. 6160-61 (Addania)).

Camplaint Counsel’s Response to Fincdine No. 3.190:

Proposed findings 3.190 through 3.195 are incomplete and misleading. They
misrepresen| Professor Bresnahan™s opinion that K-Dur 20 had market power as being
based solely on whether a branded product is priced higher than its generic squivalent. In
facl, Profcssor Breenahan’s conclusion that K-Dur 20 had monopoly power is based on a

number of considerations, inchading: (1) the almost ingignificant levels of genenic
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substitution f'or.K—D ar 20 poor to September 2001, compared with the extremely large
and rapid subsiitution of the AB-rated generic Klor Con M2() that were predicted by
respondents, and actually occurred, after Klor Con M2('s entry in September 2001 (see
Tr. al 3:430, 3:439.40, 3:2:470-473, 3:480-81, 3,484, 34:8035-39 (Bresnzhan); CPF 388-
893, 096-1036); (2) the inability of other potassimm chloride products to restrain K-Dur
20 compctitively, as demonstrated by its annual price, sales, imd profit mcreases in the
face of generics priced o1 a fraction of K-Dur 20's price (see Tr. at 3:431-32, 3:475-76,
3:479-81, 3:483, 4:729-31, 5:851-52, 6:1227-30 (Bresnahar), CPF 972-983); and (3) the
perceplions of payers, physicians, and patients that other potassium chloride supplements
wete not good substinntes for K-Dur 20, See Ty, at 3:478, 3:484, 6:1173 (Bresnahan);

CPE 10241037, 1069-1070, 1116-1123.

3.191. The higher prices for the brand products reflect the promotion of the brands. (24

Tr. 5751 (Addankiy). Judge Richard Posner, Chief Tudge of the United States Court of Appesls

for the Seventh Cireait, (6 Tr. 1151 (Bresnahan)), explains in his book, Econonnic Analysis of

Law, that price differences between a brand-name bleach and a housc-brand bleach can be

explained by the difference in marketing costs and do ntot neecssarily indieate the existence of

monopoly power. (34 Tr. 8206-07 (Bresnaban}).

Complaint Counsel’s Response to Finding Mo, 3.191:

Proposed findings 3,190 through 3195 are incomplete and misleading, n that
they misrepresent Professor Bresnaham’s opinion that K-Dur 200 had market power as

heing hased solely on whether a branded produei is priced higher than ils gencric
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equivalent. See CPRF 3. 190,

This proposed finding also is incomplete and misleading, in that it negleets to
mention ihal higher priccs for a brand product can also be due to that produet”s markct
power. The ability of K-Dur 20 to charge and miainiain a 100 percent (or more) price
premium over generic petassinm chloride products throughout the 1990s and 2000, and
the inability ef other potassium chionde products 1o restram K-Dur 20 compcetitively, as
demonstrated by its mumual price, sales, and profit increases in the face of generics priced
at a fraction of K-Dur 20" price, is strong svidence of K-Dur 20's market power. See Tr
at 3:431-32, 3:475-76, ::470-8]1, 3:483, 4:729-31, 5:851-52, 6:1227-30 (Brcsnahan).
3.192. Premiums to 4 brand are ubiquilons. (24 Tr. 5735 (Addanki)). For example,

branded bread will sell at a higher price than privatc label bread that has the same guality,
because consuners are willing to pay for the brand. (24 Tr. 5736 (Addanki}).
Complaint Counsel’s Regponse to Finding No. 3.1%2:

Propoged findings 3.190 through 3.195 are incomplete and misleading, in that
they mistepresent Professor Bresnahan’s opinion thal K-Dur 20 had market power as
being based solely on whether a branded produet is priced higher than its generic

equivalent. See CPRF 3.190.

3.193. Economists do not view branding as evidence of monopoly; they view brandmg
activity as a form ol investment. (24 Tr, 5736 (Addanki}). A company invests in bwilding its
bratid, and the premium in the form of higher prices is the return to that investment, (24 Fr. 5736

(Addanki)}. Branding is a dimension ol competition and is gencrally pro-competitive. (24 1T
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5736 (Addanki)).

Complaint Counsel’s Response to Finding No. 3.193:

Proposed findings 3.190 through 3,195 are inc;:xmplete and misleading, int that
they misrepresent Professor Bresnahan’s opiion that K-Dur 20 had market power as
being hased solely on whelher a branded product is priced higher than its generic
equivalent, See CPRF 3.1%0.

This proposed finding also is incomplcete and misleading, in that il nealects to
mention that higher prices for a brand product ean also be doe to that product’s market
powey, The ability of K-Dur 20 to charge and maintain a 100 percent {oxr more} price
premmum over genenc potassium chionde products {hroughout the 1990s and 2000, and
the mabilily ol other potassinm chloride products to restrain K-Dur Z0 competiiively, as
demonstrated by its annual price, sales, and profit increases in the face of penerics priced
at a fraction of K-Drur 20 price, is strong evidence of K-Dur 20's market power. See Tt

at 3:431-32, 3:475-76, 3:479-81, 3:483, 4:729-31, 5:851-52, 6:1227-30 {Bresnahan).

3.194. Prcing in the phartnaceutical conlexl dees not follow 1he pailem in olher
industrics. It is gencrally cxpocted that the introduction of a lower-priced compctitor will causc
the prices of mghev-priced products to fall. (6 Tr. 1195 {Brésn ahan)). But in the pharmaceutical
industry, entry of a lower-priced generic does not cause the price of the brand name product to
fall. (6 Tr. 1194-95 (Bresnahan)).

Complaint Counsel’s Response Lo Finding No. 3.194:

Proposed findings 3.190 through 3.195 are incomplels and nusleading, in that
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they misreprescnt Professor Bresnahan®s opinion that K-Dur 20 had market power as
being based solely on whether a branded produnet is priced higher than its generic
equivalent. See CPRF 3.150. |

This proposed finding alse is incomplete and misleading, in that it omits the fact
that, although the pnice of the product that bears the brand name may not fall after generic
entry, the manufacturcr of the branded product may choase to sell the branded prodnct
under a gencric label, in order to compete with the generic entrants, thereby effectively
reducing the price of the branded product. In this cﬁse, Schering’ s marleting ﬁlans
assume that Schering eould still sell K-Dur 20 profitably, even after effectively reducing
the price by 50 percent, by selling it a5 a generic product through Schering’s generic ann,
Warrick. See, e.g., CX 144 at SP 22 00001-05; esreevsersesrarsvsanarssrenarsarsroras
sestaresessnasssanransenestursantastssssannesets: soo alve TT. at 25:5965-80 (Addanki)
(Schering forecasts assumed that generics of K-Dur 20 would enter the market at about
50% of the price of K-Dur 20 and capture 50% of the market, and that Wamck would
witt back 50% of the generic sales). Thus, Schering planned to effectively rednce the
price r:-.f K-Dur 20 by 30 perceni 1o compete with entry by an AB-rated generic. The lact
that Schering made such plans only under threat of entry by an AB-rated generic, and not
before, in response to the lower pricing of other potassium chloride supplements, suggests

strongly that K-Dur 20's pricing before enfry by Klor Con M20 was supracompetilive.

3.195, Prolcssor Bresnahan conceded that a 66% price diffevence between branded Bayer
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aspirin and generic VS aspirin would not establish in and of itself that Rayer has markel powcr.
{5 Tr. 100[-02 (Bresnahany). Thus, Prolessor Bresnahan conceded that the difference in price
between a brand name pharmacentical and a generic alone also need not connote monopoly
power. (34 Tr. 8207 (Bresnzhan)).

Complaint Counscl’s Response to Finding No., 3.195:

Proposed findings 3,190 through 3.195 are incomplete and misleading, in that they
mistepresent Professor Bresnahan's epimon that K-Dur 200 had market power as being
based selely on whether 2 branded product is priced higher than its genetic equivalent,

Seer CPRE 3.190.

d. Pricing above marginal costs is an improper test
3.196. Professor Bresnahan conceded that “pricing above marginal cost in a
dilierentiatcd industry does not establish any mefficicncy once the need Lo cover the fixed costs
of product design are taken into account.” {6 Tr. 1194 (Bresnahan)). ¥-Dhur 1s in a produoct-

differentiated indnstry. (6 Tr. 1154 (Bresnahan)).

The proposed finding is meompleote and misleading, 1o that 1t quotes Schering's
counsel, rather than Protessor Bresnahan, who actually testilicd that it depends on what
you mean by “taken into account,” but T agree. Prices above marginal cost in a product-

differentiated mdustry are not necessarily inefiicient.”™ Tr. at 6:1194 (Bresnahan).

3.197. Professor Bresnahan could not cite a single example of a brand that charges a
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price equal to marginal cost. (6 Tr. 1185 (Bresnahan)).
Complaint Counsel’s Regponse to Fmding No, 3.197:
‘I'he proposed finding is not supported by the cited testimony. Professor
Bresnahan was asked whether he was aware of a single thermpeulic calegory m which
competing products competed the price down to the generic level when to do so made it
impaossible for them to cover their R & D costs, their markeling eosts and their costs of

production. Professor Bresnahan replied, "MNo.™ Tr. at 6:1185 (Bresnahan).

3.198. If pricing above cost were the test, Upsher would also be a monopolist because
Upsher's margins on wax matrix Klor-Con 10 were well above cost. In the early 1990s,
[Ipsher’s gross marging were over 8(%; its prodect marging werc 40-60%. (CX 207 at 5P 23
00214). Upsher Smith’s “product margins™ for the § and 10 mCq Kior Con in 1995 and 1996
wete 75.6 percent and 74.2 percent, respectively, and projected to remain above 74.5 percent

from 1997-1999. (CX 234 a1 USL 12787; CX 254 at USL 03261},

Complaint Counsel’s Besponse to Finding No. 3

The proposed (inding is irrelevant because Upsher’s monopoly power or lack thereof in
Klor-Con 10 has no bearing on Schening’s monopoly powcr in K-Dur 20, The proposed linding
iz contradicted by other evidence. The proposed finding attempts to infer monopoly power from
" accounling data, which is an unreliable method. Tr. ai G:1193 (Bresnahan) (inforring market

power from accounling data is & bad ideg).

e K-Dur 20°s price was competitive
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3.15%. Finally, Prolessor Bresnahan ignores that K-Dur 20 was “priced competitively.”

{CX 740). (20 Tr. 4690 (Dritsas)).

Comnlaint Counsel's Response to Findineg Mo, 3.199:

This proposed finding is false. Professor Bresnahan did not ignore that K-Dur 20)
was “priced compehtively”, he explained in what sensc it was priced competitively,
FProfessor Bresnahan explained thal an enlily wilh market power, such as Schering had
with K-Dur 20 would raise the price of that product until there was some substitntion
botween the monopoly preduct and its nearest, albeit imperfect substilutes. At that price
level, the monopoly produel would appear to be competitive with the substitute products,
On average, Schering charged more for its X-Dur 20 than other potassinm chloride
products. K-Dur 20 share of tolal sales revenues of potassium chloride producis
compared to K-Dur 20 sharc of tetal prescniption for potassium chloride demonstrate
that ils price is higher, because its sharc of revenues is substantally higher than its share
of presctiptions. See CPF 979-983. Schering was excrcising markct power with K-Dur
because it was raising s relalive prices yearly while increasing its share ol sales. In such
circumstances, Professor Bresnahan explained that K-Dur would appear to be priced
cotnpelilive to other potassium chlornde products because there would be some
substituizon. Bul Professor Bresnahan went on to explain that sach apparcnt competition
did not mean (hat K-Dur 20 and the apparently competitive produocts were in the same
product market. To so conclude would be to fall into the cellophane trap or cellophane

fallacy. It is the excreise of market power (hat makes the two products appear to be
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competitive s¢ it would be a fallacy to conclude that because of that apparent competition

that the monopoly product did not have market power.

3.200. K-Dur 20 1s priced competitively with other branded potassium chloride
supplements. K-Dur 20 did not cnjoy a premium price as compared with other brands of
potassium chloride. {4 Tr. 730 (Bresnahan)). In facl, some branded products were priced higher
than K-Thr 20, and some were priced lower. {24 Tr. 5741 (Addanki), SPX 2069}

{demonstrative).

Complamnl Counsel's Response to Finding No. 3.200:

The finding misrepresenis the substance of the testimony of Professer Bresnahan.
In the cited testimony, Professor Bresnahan is being cross-examined on one of the
respondents docvments. Whale it is literally true that for at least some brands of
potassium chloride products, the document shows that K-Dur 20 was not priced higher,
the dogument also stales that generic potassium chlonde products were priced thirty
percenl less than the price of K-Dur 20. K-Dur could maintain a price differential of
thirty pereent zbove generic potassinm chloride products and still inereasc its share of
tofal potassium chloride sales, the other branded productls could not. Whils K-Dur 20's
shave of sales of all potassium chleride products, whether measurcd in dollar sales or
prescriptions, increased from 1996 throwgh 2000, ihe other brands lost share of sales.
"The facl that other brands attempted to charge high prices as Schering did for K-Dur 20

does not prove that the other brands were in he samc anlitrust market as K-Dur 20. The
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fact that Schering succeeded with K-Dur 20 in increasing price while also increasing
share of total sales, while the other producers lost their customers to generic potassium
chloride products when they attenipted to charae high prices shows that K-Dur 2{} and the
other potassium chloride brands of 8 and 10 mEq products are not in the same antitrust

market.

3.201. A review of the prices charged for potassium chloride supplements revealed that
there were products priced lower than K-Dur 20 and products priced higher than K-Dur 20, fora
20 mEq dose. (24 Tr. 5741 (Addanki); SPX. 206Y) {(demonstrative). According to IMS data, the
highest priced potassium chloride produet in 1997, for a 20mEq dose, was K-Tab 11, (SPX 2471
(demonsirative); 24 Tr. 3742 (Addanki)). Undcr ihe Bresnahan analysis, X-Tab 10 wonld have a

monopoly, but 11 does not have a monopoly m any scnse. (24 Tr. 5742 (Addanki)).

Complaint Counsel's Responge to Finding No. 3,201

The finding is not supporled by the ciled testimony. No where in Lhe testimony
gied dows Addanki stalc that under Professor Bresnshan's analysis K-Tab 10 would have
monopoly powet.

The finding is alsn incomplete and misleading to the extent (hat it implies that
Professor Bresnahan’s analysis equated of high prices alone with monopely power.
Protfessor Bresnahan locked at a product’s pnices and whether competitive products
constramed thal producls prncing.  Professor Bresnahan’s conclusion was that the existing

potagsium chloride products did not prevent Schering from exercising market power in
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the pricing of K-Dur 20. However the same cannol be said for the other ngh priced ,
branded potassiun chlotide products who lost market share to generic producls
throughout the late 1990's. CPF 979-983. Using ihis analysis one would conclude that
K-Tab did not have a monopoly, because although K-Tab was sold for high prnices, its
declining share of total sales indicates that it did face substantial competition form other 8
and 10 mEq potassium chloride produncts and lost its share of sales lo lower priced
produets, the antithesis of 2 monopolists ability to profitably charge high prices, i.c. to
they charged high priecs, i.¢. to maintain or increase sales when increasing prices as

Schering did with E-Dur 20..

3.202. Similarly, several brands with smaller shares than K-Dur 20 were raising pricc
fastcr than Schering. (25 Tr. 6203-04 (Addanki)). Micro-K rmsed its price 61 percent in the &
mEq dosage and 74 percent in the 10 mEq dosage, but that does not indicate that itis a
monopoly. (25 Tr. 6204 (Addanki)). Ethex 10 raised ils pricc 54 percent, but is not a moenopoly.
(25 Tr. 6204 (Addanki)). These products compete with cach other, as well as olher oral

potassium chloride supplements, in the same product market.

Complainl Counscl's Response to Finding No. 3.202:

The proposed finding is incomplete and thercfor misleading. The high priced 8
and 10 mEq petassium chleride preducts saw their small share of lotal potassium chloride
gales stagnate or decline. CPF 979-983. Thesc products had many prescriptions writlen

fur them filled with generic potassium chloride. CPT 952, They certamly faced
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compelition from other oral potassium chloride producis. However, K-Dur 20 saw its
prices go up every year while its share of sales of all potassium chloride preducts
increased wether measured by dollar sales or share of total prescriptions. CPF 972-983.
Virtually no K-Dur 20 prescriptions were filled by gencric products uatil Scptember 1,
2001 when Upsher introduced its generic 20 mEq potassium chloride that was AB rated
to D-Dur 20 onto the market, Schering contral of its prices showed that it had market
power, the erosion of the other brands sales when they attempted to maintgin high prices

showed thal they had little if any markei power.

3.203. According to Merck-Medco’s 2001 formulary, the cost of K-Dur 20 was roughly
equivalent to the cosl of other powdered, tablet and capsule potassium chloride prodects. (2 Tr
215.217-18,224 (Teagarden}, CX 56 at Merck-Medeo 000197, CX 57, TSX 131), (Dritsas 4818-

19); USX 837).

Complaint Counsel's Response to Finding Na. 3.203:

The proposed finding is incomplete and therefor misleading. See CPRF 3.202.

3.204. Schering could net raise K-Dur 205 price above the price of the competition.
Despite Schering’s signi{icant monetary commitment to marketing and promotion o K-Dar 20,
in 1997 K-Dur 2(¥s pricc was approximately the same as other branded potassimmn chloride

products. {15 Tr. 3426 {Russa)).
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Cornplaint Counsel's Response to Finding No. 3.204:

The finding is incompletc and misleading. Part of the finding is not supported by
the facts. On average, Schering could and did raise its price above oiher potassium
chlodde products. This is demonstrated by the fact that K-Dur 20 had a much higher
share of total potassium chloride sales reverue than share of total prescriptions. With
respect to the comparisen between the price of K-Dur and the pricc of othor branded
potassium chloride products, the Schering was able to increase its share of sales while
mereasing 1ts price, other I::ramds. saw their share of sales stagnate at low levels or fall over

time when they charged high prices. CFTF 972-983.

3.205. _Schering folt competitive pressure from the other potassium chloride products and

felt constrained in 1ls ability to price because of the competition. (24 Tr. 5714 {Addanki)}. Thus,

in determinitg the price of K-Dur 20, Schering considered “competitive &/ 10 mEq products™.

(25 Tr. 5958 (Addanki); SPX 954). K-Dur had to be competitive with genene products. {24 Tr.

5714 (Addanki)).

Cnmpﬁht Counsel's Response 10 Finding No. 3.205:

The finding js incomplele and misleading. Even a monopohst will recognize
competitors when price al supra-competitive levels. This 1s the essence of the Cellophane
Fallacy. Professor Bresnahan directly addressed the logical law demonstrated in the
finding.

3. Now -- and how does Dr. Addanki's -- and arc you familiar with Dr.
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Addanki's testimony relating to the pricing constraints Schenng experienced m the
period 1997 to -- prior to genenc enlry?

A, Yes

). Whal's your onderstanding of (hal lestimony?

A That their pncing was constrained o the compelilive level by this
compelilion.

(1. And do vou have an understanding of what his view was of Lheir ability
to raise prices even more?

A, Yes, he believes that because - that they would not be ablg to raisc
price even more and coneludes from that that they would not be - thal they are
not a munnrpuliﬂ.

(). How does that analysis compare to the cellophane fallacy?

A. Thai's a -- that's a cellophanc fallacy mistake. In the - its-—-a
monopolist won't be able to profitably further raise its price if it's raized its price --
1f il raises 1ts prce lo the level where 1l faces some compeiilion, 11 -- a monopolis
should, of course, think, I can't raise my price any more. 5o, that evidence alonc

ian't evidenee against monopoly,

Tr. at 34:8019-2(} (Bresnahan}.

The existence of similarly poiced potassium supplements does not alter the facts

that 1) Schering was able 1o raise the price of K-Dur 20 without losing sales (CPF 972-

987); 2) pemeric K-Dur 20 was [erecasled, and did take, substantial sales fGom E-Dur 20

at a substantial discount (CPIF 932-971, 988-992); 3) only generic XK-Dur 20 was
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forecasted, and did, force Schering to lower the price of its 20 mEq potassium supplement

by launching its own genenc K-Dur 20 (CPY 993-1036).

3.2006. K-Dur 2{’s competitors had a depressing effect on K-The's pricing. (15 Tr. 3416
{Russo)). As o result of compettion from low-priced preducts, Schenng was forced to pricc K-
Dur competilively and could not aggressively price K-Dur. (15 Tr. 3416, 3527 (Russo)).

.Hlthﬂllgh Schering annually raised the price of both K-Dur 20 and K-Dur 10, the increase was no

greater than the rate of inflation. (15 Tr. 3471-72, 3526 {Russo)).

Complaint Counsel's Regponge ta Finding No. 3.206:

The tinding is incomplete and mislcading, See CPRF 3.2035.

3.207. Protessor Bresnghan conceded that generics put pricing pressure on K-Dur 20 and

other branded produets. (4 Tr. 712-13 (Bresnahan)).

Complaint Counsels Responsc to Finding No. 3.207:

| The finding is incomplete and misleading. The cited testimony states that the
“rale of branded prescribing ... will come under pressure as managed care organizalions
mercase conirol over physicians.” and that this pressure was not coming from Klor Con
M20 which did not exist at the time. Tr. at 4:712 (Bresnahan). Thus, Schering’s mability
to “aggressively price K-Dur™ does not alier the [acis that 1) Schering was able to raise

the price of K-Dur 20 without losing sales (CPF 972-987); 2) sencric K-Dur 20 was
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forecasted, and did take, substantial sales from K-Dur 20 at a substautial discount (CPF
052971, 988-002): 3} only generic K-Dur 20 was forecasted, and did, force Schering to
lowrer the price of its 20 mbq potassium supplement by launching ils own generic K-Dur

20 (CPF 993-1036).

3.208. Schenng’s focus on prices charged for other potassium chloride supplements is
not surprising. Prior to September 2001, potassium chloride supplements were available from
many supplicrs at a wide range of prices. Price discounting from published IMS or Redbook
“Average Wholssale Prices” (“AWP”) was also commaon. {CX 143 at 5P 26 00C03-00004y. For
example, in mid 1999 IMS reported the AWP and “Wholesale Acquisition Cost™ (“WAC™) for
27 potassium chloride supplements. (18X 656 at USL 18221-223) Based upon a 20 mEq dose,
tablet and capsule unit WAC vary from $0.092 {K-10) to $0.7172 {(K-Tal 10). The WAC For K-
Dur 20 was $0.4165. (USX 656 at USL 18221). For powders, the 20 mEq dosc cost ranges from
$0.1119 (Klor Con 20 mEq) to $1.0649 (K-Lor 20 mEq), The WAC for effervescent tablets are
$0.1286 (Klor Con 25 mEq) 10 5$0.8334 (K-Lyle 25 mEq) for a 20 mBq dose. Six iblet/capsule
products had a WAC higher than K-Dur 20 for a 20 mEq dose: K-Dur 10, Micro K8, Kaon CL 8§,

Stow K 8, Klotrix 14, and K-Tab 10, (USX 656 at USL 18221-23).

The finding 15 irrelevant. The existence of sitmlarly priced potassium
supplements does not alter the facls that 1} Schenng was able to raise the price of K-Dur

20 withom losing sales (CPF 072-987); 2) generic K-Dur 20 was forecasted, and did take,
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substantial sales from K-Dur 20 at a subslantial discount (CPF 952-971, G88-992); 3)
oniy generic K-Dur 20 was forecasted, and did, force Schenng to fower the price of its 20
mEq potassium supplemenit by launching ils own generic K-Dur 20 {CPF 993-1036). See

CPRE 3.159, 3.202.

3.209. Upsher’s docoments show that in the 1020 mEq market, the focus has been on
price with continued growth frormn generics such as Ethex and new entries (fom Apothecon, ESI
Lederle, Mcdeva and Biocraft in 1996, The majgr brands have started to trade price for volume
to compete with strong generic competition.” (CX 19 at USL 15228; 251, 6192 (Addanki}).
This reflecis that there was a lot of compeiition ameng everyone in the marker. (25 Tr. 0192

(Addanki)).

Complaint Counsel's Response to Finding No. 3.209:

The finding is contradicted by oiher evidence. The price of K-Dur 20 increased
relalive 10 the price of penenc produsts while K-Dur 20 sales continued to increase,

CPRE 3.204.

3.210. In part, managed care and penenc competition wers constraining Schering’s
prices: “The current high rate of branded presenibing in the potasgium market will come under
increasing pressure as managed care organizations ind states imcrease control over physician

proseribing,” (CX 13 at SPOO 3044); 4 Tr. 708-09 (Bresnzhan}).
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Complaint Counsci's Responsc to Finding No. 3.210:

The finding is further evidence that Schering possesscd monopoly power through
K-Dur 20. The fact that onc scgment of consumers recetved lower pnices for K-Dur 20 is
evidenec of pricc diserimination. Ahsent cvidence of dillerent costs associated with a
particular consumer, charging different consumers diffcrent prices is price discrimination,
The ability to price discriminate can only occur in the presence ol market power. See Tr.
at 34:8027-8031 (Bresnzhan). Respondeni’s experts provided no analysis to delennine if
the reduiecd priced charged to cortain customers was price discrimination arising from
market power. Likewise, no evidence was put lorward 1o show that the reduced priced

charged to certain customers resulted from differsnces in cost.

3211 Indged, the genene substilution rate has significantly increased in receit years, in

part because of the push by managed care organizalions to encourage genenic usage. {8 Tr. 1542

{Rosenthal)).

Complaint Counsel's Response o Findime No, 3.211:

The finding is incomplete. Substitution rates of K-Dur 20 pnior to entry of ceneric
K-Mur 20 mmong manage care organizations was minimal. CPF 1030. Substitution rates

for other branded products was very significant. CPF 932; 1030-36

3212, In response, Schering’s pricing focused particularly on HMOs, especially statt
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IIMOs, as being at the leading edge of influencing prescribing hehavior, (24 Tr. 5715
(Addanki)). In oneinstance, Kaiser, a staff model HMO), demanded drastzc price reductions from
Schering if it wanted K-Dur 20 to he covered by Kaiser. (24 Tr. 5716 (Addanki)). Schering had
no choice but to oblige or face substilution by & generic. (24 Tr. 3710 (Addanki)). As one
Schering document reported, “In some markets, primanly staff HMOs, K-Dur 20 uttlization is
limited/challenged by low cost 10mEq generic altematives.” (CX 13 at SP 003044, 4 Tr. 709

(Bresnahan).

Complaint Counsel's Response to Finding No. 3.212:

T'he findinyg is further evidence that Schenng possessed monopoly power through
K-Dur 20. The fact ihat stall tnodel HM()s could receive lower prices for K-Dur 20 is
evidence of price discrimmation. Abscnl evidence of difforent cosls ussocialed with, staff
mode] HMO’s, charging stafl model HMOs diiTerent prices than charged o other
customers ig price discrimination. The ability to price discriminate can only eccur in the
prescnce of market power. See Tr. at 34:8027-8031 (Bresnahan). Respondent’s experts
provided no analysis to determing if the reduced priced charged to certain customers was
price dils(:rlmiuatinn arising {rom market power. Likewise, no evidence was put forward
to show that the reduced priced charged to certain enstemers resulted from differences in

Cost.

2213, In an agreement with Medeo, a pharmacy bonelit manager, Scheting discounted

its K-Tir products. (2 Tr. 226 {Teagarden), USX 131at Marck-Meadeo 000206). Tipsher offered
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a contract with fa‘l.-’i_';l"d.hk: lerms o Merck-Medeo o buy 1ts Klor Con M20 and M10. (20 Tr.
4818-19 (Dritsas); USX 837). Moarck-Medcoo rejecied the offer, because it has a “more

Favorable™ sitnation with Schering for its K-Dur 20 product. {20 Tr. 4819 (Dritsas)).

Complaitd Counsel's Response o Finding No. 3.213:

The proposcd linding is irrelevant, because the products Upsher was attempiing to
place on the Merck-Medeo termulary were Klor Con M20 and M10, the AB-rated generic
equivalenis of K-Dur 20 and K-Dur 1), respectively. There is no issue in this case s to
whother K-Dur 20 competed with Klor Con M20 — it did. Therefore, the assertion ihat
Schering's K-Dur products competed wilh Upsher's Klor Con M products for the Merck-
Medeo account is irrelevant,

The finding is further evidence that Schering possessed monopaly power through
K-Dur 20. The fact that Merck-Medeco obtained K-Dur 20 al a reduced price in
comparnison to other customers is evidence of price diserimination. Absent evidence of
diffcrent cosls associated with a particular consumer, charging different consumcrs
diﬂ‘m‘ex_lt prices is price discrimination. The abilily Lo price discriminate can oniv occur in
the presence of market power. See Tr. at 34:8027-8031 (Bresnahan).

L he proposed finding also is incomplete and misleading, in thal il 1s nol clear to
what degree Schenng discounted K-Dur's price to Medeo (later Merck-Medeo). The
docwnenl used dunng Mr. Teagarden's cross examination (USX131) contained a
relerence to a "markel share rebate percentage.” Howevee, the document was redacted

and did not show the amount of the rebate percentage. Ir. at 2:226 (Teagarden).
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Moreover, empirical evidence indicates that Schering's rebates on K-Dur 20 did noi bring
the price of K-Dur 20 anywhere ncar a competitive level with respect to the preexisting

genenic products. See CPRF 3.214.

3214, When Upsher talked te Schering customers, Upsher discovered that in many
scgments, Schering was pricing K-Dwur 20 like a generic. (20 Tr. 4903 (Dritsas)).

Compiaint Counsel's Response to Finding No. 3.214;

"Fns proposed finding is unsupported by evidence. Upsher cmployees testified
whal customers told them over the hearsay objections of complaint counsel and the
cvidence was admitted but not for the truth of the matter stated. Therefore claims that
customers told Upsher that Schering was charzing low prices cannot be used to prove that
Schering was charging low pnices. Schenng’s share of total potassium chlonde dollar
sdles compared to Schering’s share of tolal potassium chloride prescriplions shows that
Schering was on average charging higher poces than other polassium chlonde producers.

I{ Schenmy was charging losw priccs at some customers and higher priccs
elscwhr_are, the finding is further evidence that Schering pozsesscd monopoly power
thrpugh K-Dur 20, The fact thal some segments of customers obtained K-Dur 20 at a
reduced price. Absent evidence of different costs associated with a particular consumer,
charging different consumers different prices is price discrimination. The abilily to pnice
disermmimate can only oceur 1n the prescnce ol market power. See Tr. at 34:8027-8031

(Bresnahan).
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3215 In late 2000/early 2001, one wholeszler, Bergen, indicated to Upsher that Schering
15 & company that “dealfs] in many ways like a generic company”™ with respect 1o its willingness
to compete on price. (20 Tr. 4670-72 (Drtsas)). Several other companics conveved the same

mformation about Schering te Upsher, includmg McKesson. (20 Tr. 4673 (Dritsas)).

el's Response to Findine We. 3.215:

The finding is based on unreliable hearsay and may not be used io eslablish
Schering’s pricing policies. Further, the finding does not specifically address the product

al issue in this case and is therofore irrelevant. See CPRE 3.214.

3.216, Upsher recognized that K-Dur 20 was “priced competitively.” (20 Tr. 4690
(Dritgas), CX 740). In 1996, Upsher Simith reviewed the pnicing of four competitors, including
Abbott, Summiitt, Robins and Key/Schering. The products Upsher Smith included were (1) K-
Tab {Abbott), (2} Ten K (Summit), (3) Micro K 10 (Robing), and (4) K-Dur 20 and K-Dur 10
(Key/Schenng). USX 422 at FTC 1002260-2261. Upsher doscribed Kev/Schering's pricing as
“competitive,” noting that K-Dur’s AWP price was lower than K-Tgb. (USX 422 o FTC

1002261).

Complaint Counscl's Response to Finding No. 3.216:

'The proposed finding is irrelevant. As Professor Bresnahan testified, it is not
crough ta loek merely at the prices of other products — one must also consider factors
such as their sales volume in order o deternuine their competitive significance. Tr. at

34:8031-33 (Bresnahan); CPF 1108. Duning the late 1995, the sales of the other branded

173



potagsium chloride products were small relative to K-Dur 20, and those sales were
dechimng. Tr. at 34:3033-35 (Bresnahan); CPF 1108, In addition, al various tines during
ilis peniod, the prices of certam other branded products [cll relalive 1o K-Dur 28,
effectively crealing a price cul relative to K-Dur 20. CPF 1108. Moteover, the price of
K-Dur 20} relative to Klor Con 10 and Klor Con 8 rose during this period. Tr. at 34:8035-
36. However, instcad ol either reducing its price to compete with these products or josing
sales te them, K-Dur's sales and prices kept rising over this period. Tr. at 34:8035-37
{Bresnahan); CPF 1108. This is strong evidence that these olher products were "not
putung :n mmporianl constraml on K-Dur [20]” (Tr. at 34:8034-35 (Bresnzhan)), and is
evidence for, rather than against, K-Dur 20's market power. Tr. at 34:8037-38

(Bresnahan).

3. Price Discrimination
3.217. Professor Bresnahan also suggests that pricc discrimination in the potassium
chloride supplement markel may suggest monopely power. But Profassor Bresnahen did not
study whether _thfre was price discrimination in the oral potassium chlaride supplement market.

© (34 Tr. R021 (Bresnahan}; 24 Tr. 5755 {Addanki}; 25 Tr. 6193 (Addanki)).

Complaint Connsel’s Besponse 1o Finding Na, 3,217

The proposcd inding 1s irelevant. Professor Bresnahan's testimony regarding
pricc diserimination was in rebitlal of Dr. Addanki’s claim that cvidence of price

discrimination is irrelovant to a determinabion of market powcr. Specifically, he peinted
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out that Dr. Addanki’s opinien is contrary to the prevailing economic view, and that
examples used by Dr. Addanki to illustrate price diserimination were anibiguous in thai,
on their face, they could have represented merely price dispersion, rather than price

discrimination. See CPF 1092-1094.

3.218. Mice discrimination has no bearing on monopoly power. {24 Tr, 5755
{Addanki}). Price disctiminalion is pervasive and does nof imply sny competitive problem. (34
Tr. 8199 {Bresnahan). Pricc discrimination simply means (hat customers are charged different
prices for the same product, and it is widespread in the cconomy. Examples include: senior
eilizen discounts at movie theaters; early bird specials at restauranis; and varying aifares for the
same [light; (24 Tr. 5756 (Addanka); 25 17, 6165 (Addanki)); and coupons in the supermarket,
(34 Tr. 8199 (Brcsnahan)). This does not make mowvie theaters, restaurants, or airlines
menopolists. (24 Tr. 6165 (Addank1)). Judge Posner has explained that in cases like thosc,
where there are joint and common ¢osts, differing price-cost margins do not imply monm:-o]}r'_

power. {34 Tr. 8204-06 (Bresnahan]).

The proposcd finding 15 contradicted by other evidence. As Professor Bresnahan
explaingd, price discrimination is evidence of monopoly power. Tr. at 34:8021
{Bresnahan). Professor Bresnahan also cxplained that the examples relied upon by Dr.
Addanki do not support Dr. Addanki’s opinion. CPF 1092-1094, Dr. Addanki's
examples of charging different prices for diflerent products that appear to be the same

products. 5o, for an earlier bird special, it the restavrant has higher costs of service at the
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peak time, it might charge a lower price to customers that eat earlier when the restaurant
has lower cost of service. Tr. at 34:8030 (Brosnahan}. That would be an example of
price dispersion net price discrimination. Tr. at 34:83200 (Bresnahan) {scnior citizen
discoumnl al 2 movie theater).

The finding is misleading in its reliancc on the quolte from Posner. Posner was
distingnishing between price discrimination and charging different prices to diflTerent
customers: “Where thete are joint or commaon costs, prices to different customers may be
proportioned differently to the marginal costs of serving each customers without being
discriminatary in the sense relevant to inferring monopoly.” Tr. at 34:8202 (Bresnahan).
The quote says thal charging different prices for diflecrent products that share common
costs is not cvidence of monopoly power. Ir. at 34:8202-03 (Bresnahan).

Dr. Addanki™s opinion that price diserimination has no bearing on monopoly is
wrong and contradicts basic economic leamming. Judge Posner on it the same book wiote:
“Persistent discrimination is very good evidence of monopoly beeause it is inconsistent
with a compelilive market; it implies that some consumers are paying more than the costs
of serv_ing thein, a siluation that would disappear with competition.” Tr. at 34:8239
{Bresnahan). In *Predatory Systems Rivalry: A Reply,” Prolessor Willig wrots, “Tt is
clear thal the epportunity to pricc discriminalion also requires monopely power.” Tr. at
25:6035 (Addanki).

Scherer And Ross’s Indusiviad Organization and Economic Performance, 8
widcly used texibook on industrial organization slates (on page 489) “Ior a seller to

practice price diseriminalion profitably, three conditions must satinfied. First, the seller
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must have some control over price — some monopoly power.™ Tr. at 34:8027-28
{Bresnahan); see afso CX 752 {demonstrative illustrating testimony).

The “Price Discrimination™ chapter of The Handbook of Indusirial Organization
states (on page 399) “Three conditions are necessary in order [or price discrimination o
be a viable solution to a finm’s pricing problem. First, the firm must have some mariket
power.” Tr. at 34:8029 (Bresnahan). The handbook is the “compendia of rTecent research
and methodologies in economies™ and 1s “written to bring graduate students up o the
frontier.” Tr. at 34:8028 (Bresnahan).

Dr. Addanki®s incorrect opinien on the relaticnship belwecn monopoly power and
price discrimmnation makes his opinien on market definition unrcliable, Dr. Addanki
relies on the [act that Schering reduce prices to some customers has cvidenee that
digproves market power. If Schering’s reducing price is price discrimination, howover,
the fact contradicts Dr. Addanki’s opinion. Insicad of determining whether Schering was
price discriminating, Dr. Addanki relied on incorrect economic analysis — that price
discrimination has nothing to do with market power. Tr. at 34:8030-31 (Bresnahan).
Thun:fs_m:, Dr. Addank1’s conclusion thut Schering lacked monopoly power rests on

mcorrcet logal analysis.

4. The K-Dur patent
3.219. Professor Bresnahan concedes that the fact that a product is covered by a palent
does not necessanly mean that the product has monopoly power, {6 Tr. 1167-68 (Brosnahan); 27

" Tr. 6568 (Kert)).
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Complaint Counsel’s Response to Vinding Neo.3.219:

This proposed finding is irrelevant. Professor Bresnuhan®s answer was given m
the context of a general question concenting whelher one cun necvessanly infer market
power from patent protection, without reference to this case or any more specific context.
Tr. at 6:1167-68 (Bresnahan). Tt contrast, Dr. Kerr acknowledged:

The first prong of Complaint Counsel’s test asks whether the

pioneer has markel power. While this would seem 10 be a

reasonable question, in the context it 13 proposcd, it is not. it can

have only one answer. If a proneer’s patent did not provide any

markel power, there would be no reason fer a generte to challenge

the patent.

Tr. at 27:6571 (Kerm).
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TI. THE EFFECT OF NET CONSIDERATION

A The Bresnahan Test

3.220. Professor Bresnahan's three-parl Lest for determining whether a patent settlement
between a branded pharmacentical firm and a potential generic entrant is anti-competitive made
ils very first appeavance in Professor Bresnahan's August 2001 report (4 Tr. 645, 658
(Brcsnahan)). He has not tested it empirically. Profossor Bresnahan has not cxamined any
settlement agreements involving payments to the potential enlrint to determine whether the
selllement agreement proved morc or less competition as litigating. (6 Tr. 1145-46 (Bresnahan)).
Complaml counsel’s expert, Max Bazerman, conceded thai “there is a large budy of behavioral
decision research showing that individuals involved in negetiation often deviatc from the
economic model of raticnalily.” (36 Tr. 8604 (Bazerman)). That is true of “expert as well as of
“naive’ negotiators. (36 Tr. 8604 (Bavenman)).

Complaint Counsecl’s Response to Finding No. 3.220:

‘The proposed finding iz meomplete and misleading, Prolessor Bresnahan's threc-
part 1est comes from well-established economic principles that are applicable across
industries and in different contexts. CPF 1129 - 1133. Whils Professor Bazerman did
explain that there is a body of research showing that judgmeni in negotiations frequently
deviales from rational meodcls, when asked whether he saw anythittg it this Iiteralure that
would [ead him to a conclusion that Schering’s $60 million pavment toe Upsher was not

for dclay, he replied that he did not. Tr. at 36:8504 (Bazerman).

3.221. The third prong of the Bresnahan test, which infers defay mercly from the
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cxistence of 4 payment to the potential entrant, addresses 8 novel subject in the field of
goonormics. {29 Tr. 7232 (Willig)). Although there is a long history of economics dealing with
competitive effects, theres i3 no developad economic theory that deals with patent settlement
agreements involving net consideration. (26 Tr. 6347 {Kerﬂ}, Eccnormists have been looking at
this kind of issue for only a shott time and should show some humility on this subject. (29 'Fr.

7231-32 (Wilkig).

omplaint Comnsel’s Response to Findin

The proposcd linding is incomplete and misleading. The third prong o[ the test
criteria that Professor Bresnahan used was not merely the existence of & payment to the
potential entrant, but rather the existence of a payment for the potential entrant to delay its
entry. CPF 1129, In his analys:s of the parpose of the 360 nnllion payment from
Schering to Upsher, Professer Bresnahan cxanntted the avatlable evidence Lo identify
justifications other than delay. He “looked for. other jusrifications in what the managers
said but didn’t find them.” Tr. at 4:608 (Bre:mahalm}. Prolessor Bresnahan's conclusion
that the payment for delay was based on {1} analysis of the parties’ incentives, (2)
evidence that the parties acled on their incentives, and (3} evidence that the $60 million
payment was not for Niacor-SR or the other licensed products. CPF 1185 - 1208,

The proposed fnding is contrary to more reliable ovidenee. Delaying uncertain
competition harms consumers. CPF 1166-72. The cause of the uncertainty does nat
matter. CPF 1171-72; 1338-44. Therefore, the standard definition of an anti-competitive
contract applies to analyzing whether a patent settlement hatms competition. Tr. at

3:418-19 (Bresnahan}. The approach would be the same for setflement contracts across

180



industrics, mcluding the automobile mdustry, the construction industry, or the computer

induatry. Tr. at 4:639 (Bresnahan).

3.222. Economists have not had cnough cxpericnee to dralt puidehines concerning the
impact of net consideration. {25 fr. 6155-56 (Addanki), 20 Tr. 7231-32 (Willig)}. Nor have the
courts and the agencies had empinical experience applying the third prong of the Bresnahan test.
{Bresnahan 1028).
lainl Counsel’s Responge to Findin

Com No. 3.222;

The proposcd finding is incomplete and not supported by the evidence. In the
cited portion of the transcrpt, Dr. Addanki testified that economists probably did not
have enough experience with the conduct to draft guidelines for businessmen to apply in
ther patent negoliahons. He did net teshfy that economists do not have enough
experience 1o analyze the impact of net consideration in patent seltlements. Tr. at
25:0155-56 (Addanki). In the cited testimony, Prolessor Willig never discusses whether
cconomists can draft gridelines. He opined that this is a “[resh topic,” bot not thai this
ﬁeshne_ss impedes the sbility to draft guidelines. Tr, at 29:7231-32 (Willig). In the cited
testimony, Professor Bresnahan did not concede that the courts and agencies had no
empirical experience applying the fhird prong of ihe test criteria thal he used. To the
contrary, he testified that “in the context of agreements between competiters, 1 think
that’s wrang.” Tr. at 5:1026-27 {Bresnshan).

The finding is irrelevant because the procceding is not a rule-making procecding.

Therefore, the quastion of writing goidefines is irrelevant,
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3.223. Professor Bresnahan believes, however, hat it is “important to test economic
theories to see if they work in practice,™ (6 Tr. 1143 (Bresnahan)), and docs not believe his test is
ready for adoption by the Commission as antitrust policy. (5 Tr. 1023-25 (Bresnahan). Some of
Professor Bresnahan’s theones have proven ineorrect in practice or have been rejected by the
courts as Ia,cking factual support. (6 Tr. 1146-49 (Bresnahan)).

Complaint Conngel’s Response to Finding No. 3.223:

The proposed finding is not supported by the evidence. In the cited testimony,
Professor Bresnahan testified that he would not advise the adopliom of an “abbreviated
rule which condemned any settlement with a...reverse payment.” Tr. at 5:1025
{Brcsnahan). This abbreviated mle does not correspond to the test criteria that Profossor
Bresnahan uscd in his econemic analysis of the seitlements at issue in this case., {See CPF
1129). In the cited testimony, Professor Bresnahan did not agree that theones he had
developed had proven wrong in practice or had been rejeciad by the courts as lacking

factual support. Tr. at 6:1147-49 (Bresnahan).

3.224. Other economists disugree with this part of Professer Bresnahan's test. (6 TT.
1131-32 (Bresnahan)). These economisis include Professor Willig, the former chief economist al
the Antitrust Divi sir.m. (fd. al 1132). They also mclude Cari Shapire, another former chief
economist af the Antitruat Division, {/d.}, and Richard Gilbert, yat another Antitrist Division
Chiel economist who worked extensively on the Antitrust Division®s intcllectual property
guidclincs. (7. al 1135-39),

Complaint Counscl’s Response to Finding No. 3.224.
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The proposed finding is not supported by the evidence. Tn the ciled testimony,
Prolessor Bresnahan never conceded that Richard Gilbert disagreed with any particular
part of the test critenia ihat he used in this case, nor with any particular statement from his

cxpert report. Tr. at 6:1138-3% (Bresnahan).
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3.225. Professor Gilbert wrote that “[b]ased on the allegations in the public record
matcrials, these arguinents appear to be anticompeiitive arrangements to eliminate competition
and to divide the monopoly profits of the successul branded drugs.”™ (6 Tr. 1137-38 {Bresnahan)
{SPX B36). Prolessor Gilbert further wrote that “|t|he fact that a settlement invu]ve;s, a payment
from the patentee to the challenger is not sufficient to determine that the sertlement is
anticompetitive.” (fd. at 1139) Professor Gilbert kas not been retained by any of the parlics in
this matter. (Jd. at 1136).

Complaint Counsel’s Response to Finding No. 3.225-

The proposed finding is irrelevanl w Professor Bresnahan’s analysis. Professor Gilbert is
discussing the implications of drawing a conclusions solely from the fzet ihat there is a payrment.
Professor Bresnshan analysis was based on the economic incentives of the pariies, the evidence

that Lhey acted on them, and the lack of actual, alternative justifications. CPRF 3.221, 3.226.
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B. Bresnahan’s Inference of Delay from the Fact of a Payment

3.226. Professor Bresnahan construcls g theoretical mode! Lo infer that 4 nel payment
delays entry relative to the outcome of the htigation. (4 Tr. 641 {Bresnahan); 24 Tr. 5760
{Addanki)). Specifically, Professor Bresnahan mifers that Schermg would only make a net
payment if it wonld suffar “less competition under this settlement than its expectation of the
amowunt of competition if the Bligation were 1o go lorward.”™ (4 Tr. 613 (Bresnahan)). He opincs
that if an enirand would only find it worthwhile to scttlc if patd something, then we can be certain
that the settlement contract deliver less competition than would litigating.” (6 Tr. 1130
(Bresnahan)).

Conplaint Counsel’s Responsc to Finding No. 3.226:

The proposed linding is not supported by the evidenee cired. The cifed testimony
at Tr. at 4:64| {Breznahan) addresses Professor Bresnahan®s qualifications, not the topic of what
inferenccs can be drawn from a net payment. The proposed finding is confradicted by other
evidence. In the cited testimony at Tr. at 24:5760 (Addank:), Dr. Addanki opines that Professor
Bresnahan mferred delay from the “fact of a reverse payment.” Bul Professor Bresnahan's
conclusion that the payment for delay was based on (1) analysis of the parties” incentives, (2)
cvidence that the partics acted on their incentives, and (3) evidence that the 560 million payment
was not for Niacor-SR or the other licensed products, CPF 1185 - 1208,

‘The finding 1z incomiplete and misleading because Professor Bresnahan relies on more
than just the existence of net consideration. Professor Bresnahan concludes that settlement
delayed entry relalive to what would have occwred becansc the net consideration was given in

exchange for any entry date. Schering would only make a paymeni in exchange lor Upsher
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accepting a date if, the profits Schering makes inder the settlement with the payment are more
ihan Schering could have made under an alternative settlement that could have been reached and
mors than Schering cxpocted to make by confinuing the litigation. Similarky, Upsher is willmg to
accept a tater entry date than it would aceept in the sbsence of a payment and that it expeots
under litigation if it reccives & payment. Therefore, the Schering-Lipsher settlement delayved
entry. The same analysis applies to the Schering-AHP settlement. CPF 1218-22.
1. Mcasurcment of Delay

3.227. 'There is no proot of any afternate settlement with an earlier entry date. {26 Tr.
6325 (Kerr)). Professor Bresnahan does not know whether there were another settlement that the
parlies could have agreed to. (5 Tr. 1{{8-09 (Bresnahan)}. Prolessor Bresnahan “can’t tell us
who would have won the litigation.” (34 T'r. 8230 (Presnahan)). Cases do not always settle, (12
I, 2676 (Mnookm}). There 1s no evidence that Schering or Upsher considered any entry dates
earlier than September 1, 2001, (26 Tr. 6325 (Kerr)). In response to a question by complaint
coumscl, EST’s Mr. Dey staled that “if Schermg had been willing to allow [ESI} onte the market
belore 2004," ESI “may have” been willing to scttlc for less money.” (4 Tr. 632 (Brosnahan)
{quoting Diey LH.}. Schering was unwilling to settle the ESI case with any entry date earlier than
January 1, 2004. (CX 1482 al 99:17-100:6 (Alaburda 1.H.)); (SPX 1222 41 101:9-17 {Alaburda
LH.}.

Complaint Counsel’s Respoense to Finding No. 3.227:

The propased {inding is in part irrelevant, It is rrelevant whether Professor
Bresnahan knows the details of an alternative settlement that the parties conld have

agreed to, or can tell us who would have won the litigation, or that cases do not always
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settle. Professor Bresnahan, using standard economic prmeaiples, concluded anhi-
competitive harm, CPF 1217-22. The proposed finding is contradicted by more reliable
evidence. In particular, there is evidence that Upsher considered settlements with emry
datcs earlicr than Scptember 1, 2001, CPF 183-1584.

3.228, Thus, 1t is necessary to compate ihe settlement to ihe [ikely outcome if the partics
had continued Lo litigate. (9 Tr. 1785 (Willig}). Professor Bresnahan also testified thata
setilement aprcement i8 pro-compelitive if the perceniage probability that the brand name would
have won the patent case is larger than the percentage of the remaining patent life during which

the generic agreed under the settlement to stay off the market. {6 1r. 1211-12 (Bresnahan).

: luint Counsel’s Response io Finding No. 3.228:
The proposed linding 13 not supportcd by the evidence cited. The cited testimony at Tr at
0:1785 {Levy) iz not by Profezsor Willig, but rather by Dr. Nelson Levy. The testimony
concerns the need to examine the effects of Niacor-SR on the liver in response to elevated
fiver enzyine levels, not the need to compare the settlement to the likely outcome if the
parties had continued to litigate.

The proposed finding is incomplete. Frofessor Bresnahan’s cited tcstimony is based on
an assumpition that the percentage probability is apprepriately adjusted to reflect the time
value of money, any anticipated expansion or deterioration in the marked for the brand
name's drug over time, and any delay in entry for the genenc thal would have oceurred
even if'il won the patent case. Tr. at 6:1211-12.

The proposeal Godimy 1s misleading io the exient thal il sugresls that one muosl asscss the

ments of the undcrlying patent litigation. Professor Bresnahan did nol lestify that it 1s
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necessary to compare the seftlement to the likely outcome if the parties had continued to

litigate, Tr. at 6:1211-12 (Bresnahan); CPRF 3,315,

3.229. One of the fundamental flaws of the Bresnahan medel is that he assimes that the
patent holder would be unwilling to settle any earlier than the mean probable date of entrv under
liigation. {29 Tr. 7159 (Willig)y. By the term “mean probable eniry date,” Professor Wiliig is
refemring to the weighled average betwecen the carly cntry date that may occur if the generic
prevails and the eniry date at the cnd of the patent life that would eccur if the incnmbent patent
holder wins, based on the probahilities that each entry dale may occur. (29 Tr. 7160 (Willig)).

Complaint Counsel’s Response to Finding Mo. 3.229:

The proposed finding 1s contradicted by other evidence. Professor Bresnahan
rehed on slandard economie theory that says an incumbent with monopoly power and an
entrant have nccntives to delay uncertain entry, CPF 1161-65. These incentives exist
whether or not the patent holder prefers a settlement with an entry date carlier than the
mean probable entry date over litigation. CPF 1242, Moreover, Prefessor Bresnahan’s
conclusion that_ .T_he settlements delayed eniry was based on (1) analysis of the parties”
incentives, {2) evidence that the partics acted on their incentives, and {37 evidence that the
$60 million payment was not for Niacor-SR or the other licensed products. CPF 1185 -

1208,
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2. Circumstanecs in Which Net Payment May Result in Earlier

Genetic Entry

3.230). There are many circumstances in which settlement agreemenis that involve net
payments Lo the generic could result in gniry dates by the generic that arc earlier than the likely

outcome of hngation. (24 Tr. 5681 (Addanki), 25 Tr. 6166 (Addanki); 29 Tr. 7225-34 (Willig)).

Complaint Coutisel's Response to Finding Ne, 3.230;

The proposed finding is incomplete and mislcading. While some of the
respondents’ experts put forth theories thal identify, under certain conditions, settlement
with nel consideration to the entrant that resull m an earlier entry date (han the likely
outcome o[ litigation, there 1s no evidence why the parties would entcr those seitlements
(CPF 1243-30), and a number of respondents” witnesses admitted that they were not
aware of anry such scitlerments tn the real world, and nene of respondents’ witnesses

offered real world cxamples of such payments. CPF 1415, 1417-1418.

a. Where a net payment is necessary to achieve settlement
3.231. Net consideralion can he essential for the partics to settle their underlying dispute
at all. {28°1r. 7158, 7235 {(Willig)). Such seltlements can be socially desirable for both the
parties and consamers. (29 Tr. 7158 (Willig). A pmhibitiuﬁ on such seitlemenis wounld also
result in busincsses bearing undue risks and the costs of such risks, when such tisks and costs
could be avoided through a pro-consumer scttloment of the underlying pateni dispute. (29 It

7235 (Willig)}. Professor Bresnahan's approach would prohibit the use of net consideration to

188



obtain settlements that economists know are beneficial [or congumers. (29 Tr. 7320 (Wallig)).

Conmplaint Counsel’s Response o Findiag o, 3.231:

The proposed finding 15 meomplete. Professor Wilhg only identified theoretical
situgtions in which an entrant and incumbent can settle only if the incumbent pays the
entrant. There is no evidence that payitlg nel considerahon to the entrant has ever been
essential to settle a patent litigation. CPF 1413-1425.

The proposed finding is further incomplete in that it says settlements with net
consideration ¢can be socially desirable, but Professor Willig never explained why parties
would enter the theoretical settlements thal he delined as socially beneficial. CPF 1243,
Professor Willig lestilicd (hat, in circumnstances whore net consideration is esscnlial for
partics 1o scttle their underlying dispute, his models do not tcll whether the resulting
settlements will be beneficial or harmful to consumers. CPF 1246-1247. In fact, his
models 2l predict anti-eompetitive settlements, CPF 1248, There is no evidence that

such social beneficial settlements have ever occurred in the real world. CPF 1413-27.

b. Where the patent holder is risk-averse
3.232. A great deal of important economic phenomena are explained by risk aversion.
Risk aversion is not just a theoretical micety but 1s an essential part of our ability to understand
real business hehavior, as well as policy in eirciistances whers tisk 15 important. {29 Tr.
Willig)}.

Complainl Counsel’s Rosponse 1o Finding No, 3.232;

The proposed fmding is incomplete. The particular testimony supporiing the fnding 12
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ot identified. The proposed tinding is contradicted by other cvidence.  In economics,

corporations are typically assumed to be risk-nevtral, not risk averse, CPF 1266-1277.

3.233. A patent holder may be willing to scttle for an entry date that is carlicr than the
mean probable entry datc under litigation becanse of rigk aversion or other litigation costs. A
risk-gverse incumbent is willing to give up some time Telative to the mean probahle datc of eniry
under litigation in order to have a settlement. A risk averse patent holder can be expected to give
up some of the expected value it associates with an entry date consislent with the likely outcome
of hitigation in order to eliminate the uncertainty of the litigation, and may be willing to scttle for
an cntry date that is earlicr than the likely entry date umder litigation. (24 Tr. 5772-3774
(Addanki)). With risk-averse patent kolders, one could expect to ses settlements with entry dates
garlier than the entry date onder iigation. (24 Tr. 5775, 5780 (Addanki). A settlenient conveys
benefits Lo the patent holder by enabling it to avoid sk and other litipation eosls, (29 Tr. 7165-
66 (Willig)).

Complaint Coungel’s Response to Finding No. 3.233:

Complamt counsel has no specific response.

3.234. Rizsk aversion thus affccts the rane of polontial setilements in igation. (29 Tr.
7071 (O’Shaughnessy)). The morc risk aversc a party is, the morc avenues for exploration for

scttlement are opened. (29 Tr. 7071 (O Shaughncssy)).

Complaint Counsel’s Response to Finding No. 3.234:

The proposed finding is incompliete. Risk aversion makes it easier for the parties
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to settle withoul a payment of net comsideration from the patent holder to the potential

cotrant. CPF 1264,

3.235. I{'the palent holder’s “reservalion date™ is earlier than the mean probable datc
bocanse of risk aversion or other litigation costs, nel consideration could move the settlement to a
later date than the patent holder’s reservation datc but to a date that wiil still be earlier than the
mean probable date of entry under litigation. By the term *“reservation date,”™ Professor Willig
means (he earliesl date at which the incumbent would be willing te allow the generic io enter the
market rather then hiligate. (29 Tr. 7161-62 (Willig)). This results in a scttlement with an entry
datc that is faverable to consumers. (29 Tr. 7182 (Willig); (SPX 2332) (demonstraiive).

Complaint Counsel’s Response to Finding No. 3,235

The proposed finding is incomplete, Professor Willig™s theoretical models ofifer
ne explanation for why the parties would choose a settloment with an ety date that is
[avorable Lo consurners, which they prefer less, over an cntry dale that is unfavorable to

conswners, which they prefer more. CP'F 1245-124%.

3.236. Dr. Addanki gave an exampls of how risk aversion might affect the settlement of
litigation. From an economnsi’s perspective, a risk-averse firm will approach selilement
negotiations by agrccing to accept less than the expected value of the litigation in order to obtain
certainty. {24 Tr. 5767-68 { Addanki}). Fur example, a firm knows it has a 50 percent chance of
prevailing in & litigation; il it prevails, it gets 320 rllion, whiie if it loses it pels nothing. {24 Tr,

5767 [Add,an}:ijj_ The mathematical expected value of proceeding with litigation is the $20
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million it wonild receive with a 50 pereent probability, and a 50 percent probability of zero. (24
Tr. 5707 (Addanki)). On average, the (irm will receive $10 million if it proceeds with the
hiigatton. (24 Tr. 5708 (Addanki)). A risk ncuiral firm wonld settie the casc for $10 mifllion.
(24 Tr. 5768 (Addanki}). A risk-averse tirm, which includes maost firms, would settle for less
than $10 million, because of the uncertainty of ohtaining the $10 million. (24 Tr. 576X

{ Addanki).

Complaint Counsel’s Response te Finding No. 3.226:
The proposed incomplete. A risk averse tirm would be an exception and conirary

lo the general understanding in economics. CPF 1266-1277.

3.237. Thus, a tisk averse firm mght pay to obtain a seltlement that is worse than 1t
might receive under litipation, as long as the payment if makes leaves it better off than litigating,
given Tts aversion to risk. (24 Tr. 5768 (Addanki)). By resolving the uncertainty, the firm can
returni to planming for the future without having the uncertainty hanging over its heads. (24 Tr.
2769 (Addanki)}. Il would be easier for them to come up with their investment stralagies without
the threat of lit:igatinn. {24 Tr. 5769 (Addanki)).

Complaint Counsel’s Responsc 10 Finding Ne. 3.237:

The proposed finding is incomplete. Tt fails to acknowledge the general
understanding in economics that firms are risk neutral, rather than risk averse. CPF 1266-

1277,

3.238. Professor Bresnahan assumes that risk aversion would not affect the willingness
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of the incumbent to settle. {29 Tr. 7192 {Willig)). The general presumption is that risk aversion
is an important force among corporate decision-makers. (29 Tr. 7193 (Willig)).

Complaint Counsel’s Rosponse to Finding No, 3.233:

The proposed finding is contradicted by other cvidence. Tr. at 4:609 (Bresnahan)
(no evidence that Schering is risk averse); CPE 1266-1277 ({the general understanding in
ecunumics that firms are risk neutral). The proposed finding is also contradicted by SPF
3.241 {that Bresnahan agrees that risk aversion can affect settlement ncgulialions).
Moreover, rigk aversion does not provide a reason why an incumbent would cheosc a pro-
competitive settlement that it prefers less to anti-competitive settlement it prefers more.

Tr. at 34:3115-14 (Bresnahan); see afvo CX 1759 (demonstrative illnstrating testimony).

(1}  Risk aversion defined
3.239. A “risk-averse” person is defined as someone who would be unwilling to take a
fair bet, (2% Tr. 7069 (O’Shauglmessy); 6 Tr. 1150 (Bresnahan); 29 Tr. 7167 (Willig)). A risk-
averse person would prefer a ccrtain amount of money that is lowcer than the value of the fair bet.
{Willig 7167). A person who strives for certainty is more nisk-averse, {29 Tr. 7071
(O'Shaughnessy)). A pemson is tisk-averse when the displeasure from losing a given amount of
mcome is greater than the pleasure from gaintng the same amount of income. (6 Tr. 1149-50

(Bresnahan)).

Complaint Connse]’s Res

Complaint counsel has no specilic response,
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3.240. A risk premium is the most one would be willing to pay 1o offload the risk. (29
Tr. 7169 (Willig)). This is not the same as an insurance premien, which is what an insurance
company requires the insured to pay, but is the value of getting oul from under the risk. (29 Tr.
7169 (Willig)). (See alve SPX-2296: “TA] risk-averse individual would be willing to pay a
premium above the expected value of loss in order to remove risk by purchasing an insurance
policy.™

Complaint Counscl’s Reaponse to Finding N, 3,240;

SPX-2296 may not be cited as substantive evidence. SPX-2296 was admified as a
demonsirative only. TX 5. A demonstrative exhibit may only illusirate substantive
evidence; a demonsiralive is not substantive evidence. The quole fom SPX 2296 is not
m evidence nor has appropriate loundalion been laid to show that the quole is withina
recognized hearsay objection. No witness Lesiified about the quote nor was e quote read

mlo evidence,

3.241. Professor Bresnahan agrees that the parties’ aftiludes lowards risk can affect the
gettlement neg_ntiatinns. (0 Tr. 1152 (Bresnahan)). Professor Bresnahan agrees wilth Professor
Willig that “a risk averse patent holder is willing 1o setlle for au enfry date that is carlier than the
expected entry date under litigation in order to gain cortainty.” (24 Tr. 5769-70 (Addanki); 29
Tr. 7178 (Willig}).

Corniplaint Counsel’s Regponse o Finding No. 3.241:

The proposcd finding is Tirelevant. Although Professor Bresnahan agrees ihat

parties’ attitudes towards risk can affect settlement negotiations, he found no evidence
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that Schering is risk-averse. Tr. at 4:609 (Bresnahan) {ro evidence that Schering is risk
averse). Morcover, rigk aversion does nol provide a reason why an incumbent would
choose a pro-competitive scitlerrent that it prefers less to anti-competitive settlement it
prefers more. Tr. at 34:8115-16 {Bresnahan); see also CX 1759 (demonstrative

iliustrating testimony}.

3.242. H'a firm undertakes risky projects, il decs not mean that a firm 18 nei nisk-averse.
(2411, 5766 (Addanki)). A firm will bear risk in a project, but il must be compensated for
bearing that visk. Tt will not pay the full expected value of the project, but will pay less than (hat,
duc to the prensium it must cbtain to be compensaled for bearing the risk. (24 Tr. 5767

(Addanki))).

Complaint Cotmsel’s Hesponse to Findinz Mo, 3,242:

The proposed fnding is incomplete. It neglects the evidence of the general
understanding in cconomics that firms are risk neuiral, rather Lthan risk averse. CPF 1266-
1277,
{2) Hitk sversion is widespread

3.243. Risk aversion is widespread. (24 Tr. 5764 (Addanki); 29 Tr. 7171 (Willig)).
Nobel laureate econemist Panl Samuelson explained: “People arc generally risk-averse,
prefernng a sure thing to uncertain levels of consumption; people prefer outcomes with less
uncartainty and the same average valucs. For this reason, activitics that reduce the uncertainties
of consumption lead to improvements in cconomic welfare.” (24 Tr. 5764 (Addanki); §PX

2295) {demonstrative)).
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Compiaint Counscl's Response 1 Finding No. 3,243:

The proposed finding is irrclevan:,. We should not assumc Lhat corporations are
sk averse because individual people are somelimes risk averse, Tr. al 34: 8066-8067

(Bresnahan). CPF 1272-1273.

3.244. Simulatly, Nobel laureate economist Kenneth Arrow explained: “From the timme of
Bernoulli on, it has been cominon {0 argue that (a) individuals tend (o display aversion to the
Luking of tisks, and (b) that risk aversion in turm is an explanation for many observed phenomena
m the ccomomic world.”™ (24 Tr. 3764 (Addanki); SPX 2295 (demonsirative); 29 Tr. 7178
{(Willig)). Samuelson and Arrow are in the mainstrcamn of economics on their thinking on visk
averstom. (24 Tr. 3764 {Addanki)).

Complaint Counsel’s Response to Finding No. 3 244

The proposed finding is irelevant, See CPRE 3.243. Fujtherinore, Kensctli
Atrow changed the View on fiskiaversion gxprésied in the qotitéi in SPF 3244
1eshione 16 the developmedt of prospect theory. CPE 1 294129;3 (based on exchuded

Festiniény,

3.245. Risk wversion also undcrlies the decision-making of most companies. {20 Tr.
7172 (Willighy. Thus, Professor Willig agrees with the observations of Frederick Scherer, 1 weli-
known indusinal organization economist, who stated that “|o]nly the decision maker who
attaches no signilicance whatsoever to avolding tisk will always choose allernatives with the

highest best-guess payoffs. And such managers, empirical studics suggest, ave vare” (29°1T.
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7172 (Willig)). (24 Tr. 5766 (Addanki); SPX 2296) (demanstrative)). Becausc corporalions arc
simply collections ol people, meluding risk-averse managers, the acts of a corporation will also

be risk-averse. (24 Tr. 5766 (Addanki)).

Cormlaint Counzel’s Responss to Finding No. 3.245:

The proposed {inding is contradicted by more reliable evidence., The quote on
which Professor Willig smd Dr. Addanki rely is not consistent wilh the current
understanding of the risk preferences of corporations. CPF 1274, Nor can one concludc
that the statement from Scherer represents his current opinion because the quols appeared
m the 2nd cdition of Professor Scherer’s textbook but not the 3rd edition. CPF 1274.
Jurthermore, we should not assume that corporations arc nisk averse becanse individnal

people are sometimes risk averse. Tr. at 34:8066-8067 (Breanahan). CPF 1272-1273.

3.246. From a corporation’s point of view, tisk aversion comes trom individual people
who manage the company and who are shareholders, as well as from a corporation’s vicwpoint
that the more risk it bears, the higher is its cost of capital. (29 Tr. 7150 (Willigh). The
invesiment ::m?-nmunit}r understands that 11sk requites more return for which 1o compensate, so a
firm has a lagher cost of capital when it is bearing more risk. {29 Tr. 7150 (Willig)).

Complaint Counsel’s Response to Finding No. 3.246:

The proposed finding is contradictcd by more relisble evidence. We should net
assume that corporations are risk averse becanse individual peeple are sometimes risk
averse. Tr. at 34:8066-8067 (Bremahan). CPF 1272-1273. Furthermore, if there are

nisks that the corporation faces, “they may be oncs that the corporation itself can
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diversify, so lhat they'Te not very important to the corporation. Second, they are ones that
th corperation’s shareholders can diversify by also holding other corporalions.” I, at
34:8067 (Bresnahan}. Fwrthermore, “diversiltable nsk will not incrcase a lirm's cost of
capital.” Tr. at 34:8077 (Bresnahan). The risks in ihe Schering-Upsher and Schering- ESI
higations were diversifigble. Tr. at 34:8075 (Bresnatam). Therefore, these risks could

have no cffeet on Schenng’s cost of capital.

3.247. Risk aversion affects the investments managers are willing to make for their
companics because arisk averse manager (or a manager ot a risk averse company) tries 1o make
investment decisions in a way that takes heed of the risks and (ries to avoid unnecessary risks.
(29 Tr. 7169 {Willig}). The manager will understand that onc investment has 3 riskier posture
than another, and for that reason, is less valuable, and so needs a higher expected retumn to
compensate for the additional risk. (29 Tr. 7169 (Willig)).

Coroplamt Coungel’s Responsc to Findine No. 3.247:

The propesed finding is irrelevant because corporations are not risk averse, CPRF

3.246, a_md corporalions provide incentives to managcers so that managers will act in a risk

neutral fashion, CPF 1266, 1276.

3.248. Higher cosl of capital is a cost of doing business that raises prices, deters or slows
investment, and has negative business impacts both for the busingss itself and for the economy
surrounding the business. (29 Tr. 7150 (Willig)). Thus, il is a “fiir presumption™ that companies

are risk averse, as rick aversion explains the sensitivity to risk thal underlies much of corporate
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decision-malang, {29 Tr. 7173 (Willigh).

Complaint Counscl’s Response to Finding No. 3.248:

The proposcd finding is irrelevant in part and contradicted by more 1eiiable
cvidence in part. The effect of the higher cost of capital is irretevant. CPRF 3.246.
Professor Willig's testimeony that it 15 a “fair presumption” that companies ars risk aversc
neglects the evidence of the general understanding in economics that firms are risk

neulral, alher than nsk averse. CPF 1206-1277.

3.249. Protfcssor Bresnahan agrees that people are generally risk averse, pretering a sure
thing to uncertain levels of consumption. {6 Tr. 1157 (Bresnahan)). People prefer oulcomes
with less uncertainty in the same average values. {(/d.) Profcssor Bresuahan believes (hat
individuals, including business managers, are rarely risk-neutral. {6 Tr. 1158-59 (Bresnahany}).
Professor Bresnahan also agrecs that managers are goncrally risk averse, preferring a sure thing to
uncertainty. (6 Tr. 1157-38 (Bresnahan)). Professor Bresnahan believes that only business
managers who attach “ne significance whatsoever to avoiding risk will always choosa
alternatives with the highest best-guess payoffs.” (6 Tr. 1158-59 (Bresnahan}).

Complaint Counsel’s Response to Finding Wo. 3.249:

The proposed [nding is incomplets. While Professor Bresnahan testified that he
agrees that people arc generally risk averse, be also testified that “the argument goes off

the rails” if we then conciude that corporations are risk averse. ‘Ir, at 34:5066

(Bresnahan). Managers, whether risk averse ar not, make risk neutral decisions when

trying to maxinnze the profits of the firm. Tr. at 34:8072 (Bresnahan). And, corporations
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provide mcenfives to managers to act 1 a risk neulral way, Tr. al 34:8067, 3052-83
(Bresngham).
{3) Examples of risk aversion
{8y  Risk aversion among litigants

3250 James O°Shaughtiessy, Schering’s expett on the seltlement negoliations of patent
disputes, testified that he observed risk aversion “all the time™ in his mediation and settlement
praclice, and that it is “palpable” in the negotiating romn. (2% Tr. 7069 (O’ Shaughnessy}). Risk
aversion is particularly evident in business people, who are responsible for the profils and losses
in their company. (29 1. 7069 {0’ Shaughnessy)).

Complaint Counscl’s Response to Finding No. 3.250:

The proposed finding is incomplete. Wr. O Shaughnessy did not testify that risk
avorsion was present in the sctilement negotiations between Schering and Upsher, and
between Schering and AHP. There is no evidence that Schering was Tisk averse in its
decision o settle the Upsher or AHP litigations. CPF 1306-1311. Moreover, Mr.

(O’ Shaughnessy’s basts thal negotialors are nsk averse because they are responaible for
the pm_ﬁt and loss for the product was not tree for Schering. Inbeth the Upsher and AP
negotiations, the major negotiators did not have future responsibility for K-Dur’s
profitability. CPF 1309-1310.

Furthermore, Mr. O’ Shanghnessy was nol offered as an expert in the risk
preference of corporations or managers. Mr. O’ Shaughnessy provided no explanation for
how he determincd that people arc risk averse. He madc mistakes in discnssing risk

aversion. Although Mr. O Shaughnessy defincd risk aversion correctly at Tr. at 29:7069,
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he Tater misused the term. He said, "I mean by the end of the process, and you thight take
advantage aod creale soine pessimism 0 dilve a party o settdement. It's a lunction ol nisk
aversion.” Tr, at 29:7127 (O’ Shaughnessy). Pessimism means a party has a lower chance
of wmning than they actually do and therefore pessimusm has nothing to do with a party’s
risk preference. Tr. ar 29:7226 (Willig). Saying that risk aversion allows onc fo increase
a party’s pessimisin is inconsistent with Mr. (O’ Shaughnessy's testimony at Tr. at
29:70069, and it contradicts Schening's own pmﬁﬂsed definition for risk aversion.

Becanze of Mr. O' Shaughnessy's imprecision in using the torm risk aversion, his opinions
abowr risk aversion are wareliable and vague.

Turther, the proposed finding is incomplete becanse Mr. (' Shaughnessy testified
that higher sunk costs makes people mote rsk averse, but sunk costs should not allect
decision-making. CPRF 3.253. Moreover, the economig literatire contradicts Mr.
()'Shanghnessy's testimony. CPF 1266-77. Sa does the Titeritars guiProspect Theory.

CPF 1278:99:(%¢ioded evidiiec).

3.231. As Mr. O'Shaughnessy lurther explained, business managers place a valoe on

certainty. (29 1'r. 7066 (O Shaughnessy)). In his medianon practice, Mr. O"Shavsghnessy has

observed managers making compromises to achieve certamty. {29 Tr, 7066 (O’ Shaughnessy)).

He has heard executives say that they will pay for cortainty to avoid vnpredictability in the

outcume of patent litigation. (29 Tr. 7066 (O Shaughecssy)). Uncertainly affects investments,

because Investments can be mads more rationally and reasomably under conditions of cortainty.

(29 Tr. 7067 (O’Shaughnessy}). Only with a greater degree of predictability can managers make
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a pian to invest in the development of a new product, and o cngage in the invesiments necessary
to bring it to market. (29 Tr. 7067 (O"Shaughnessy)). When an extraordinary type of uncerlainty
appears, planning on these invesiments become risky to the ordinary businessman. (29 Tr. 7067
(O’ Shaughnessy)).

Complaint Counscl's Response to Finding No. 3.251:

The proposed linding is mcomplete, In the cited testimony, Mr. O'Shaughnessy
did not testify that the Schering business managers placed a value on cerlainty. There is
0o Gyvidence thal the Schering managers placed a valoe on certainty in the Schering-

Upsher and Schenng-AHP litigations. CPF 1309-1311; see alse CPRF 3.250.

3.232. Risk aversion is a gencrally prevalent and important phenomenon for decision-
making n the context of settling litigation. (29 Tr. 7839 (Willig)). Risk aversion is part of the
environment in ihe context of negotiations to sctile liligation. (29 Tr. 7295 (Willig)). Ii is widely
understood that one of the principal purposes and benefits of settlement is to avoid the kind of
risk that Litigation entails. (29 Tr. 7339 (O’Shaughnessy)). Professor Willig bases this view on
his long experience in the economic profession. (2% Tr. 7338-35 (Willig)).

Co

laint Counsel’s Response to Finding Ne. 3.252-

The proposed finding is incomplete. Neither Professor Willig nor M.
(’Shaughnessy lestified ihal nsk aversion was prescnt in the settlement negotiations
between Schering and Upsher, and between Schering and AHP.  There is no evidence
that Nchering was 118k averse in its decision to scttle the Upsher or AHP litigations. CPIF

1306-1311. The fact that a benefit of settlement is certainty does not suppert the
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proposition ihat cither mangers or corporations are nisk averse. The proposed finding is
contrary to the peneral ccenomic understandmg the comporations are risk neutral. CIPF
1266-77. By asserting that managers are nisk averse, Professor Willig and Mr.

O’ Shaughnessy are asserting the managers are not maximizing the profits of their firm.
Tr. at 34:8071-72 (Breznahaim){lo maximize the ffnn’s profits the manager makes risk

neuiral decisions).

3.253. According to Mr. O’Shaughnessy, patent holders are risk-averse in intellectual
property disputes. (29 Tr. 7070 (O’ Shanglmessy)). Typically, & fiim has sunk considerable cosls
into developing a product and the market for that product. (29 Tr. 7070 (O’ Shaughnessy)).
When 4 company makes such an expensive investment, it relies on the meome stream trom that
invesiinent, nol only Lo recoup the hivestments and some preminm for the rigk, hut also to fund
continuing innovaion. (2% Tr. 7070 (O’Shavghnessy)}. With so much reliance placed on that
stream of income, managers who are responsible for the asset are understandably risk-averse. |

(29 Fr. 7070 (O’ Shanghncssy)).

Cumpl_.:aint Counsel’s Response to Finding No. 3.253:

The proposed finding 1s contradicted by other cvidence. The costs of developing a
product arc classified as sunk cosis, and they do not affect decisions taken later in time.
Tr. at 2: 1183, 1185 (Bresnahan) (sunk development costs glo not affect later pricing

decisions). Moreover, it ignores the facl that corporations can diversify against risk. CPF

1266.
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3.254. Amomg, the parties involved in intellectual propesty disputes, usually e patent
holder is the most risk-averse. (29 Tr. 7071 (O Shavghnessyy). Thatis typically the party who
has relied on the patent system to shelter its investments in product development and market
development, and needs to recoup that investment. (2% Tr. 7071-72 (O’ Shaughnessy)). Parties
in that position require certainty, thereby creating a higher degree of risk aversion, 29 Tr. 7072
(O’ Shaughnessy}). The unceriainty associated with patent infringement litigation is unappealing
to business managers, who want to “take thal kind of uncertainty out of the plan so that they can
get back 1o rununing the businesses.” (29 Tr. 7073-74 (O’ Shaugimessy)). Mr, O"Shaushnessy
says that this type of risk aversion is “endemic in the ficld of patent infringement litigation.” (29
Tr. 7074 (O’ Shaughnessyy).

Complaint Counscl’s Response to Finding No, 3.254-

"The proposed finding is incomplete. CPRT 3.250 (no evidence that Scharing was
risk averse in the Schering-Upsher and Schering-ALIP litigations). The proposed linding
is contracicted by other evidence. CPRE 3.233 (product development costs are sunk
costs ).

The binding is unreliable because Mr, (' Shaughnessy providod no bascs for how
he determined that patent-holders are more risk averse than alleged infringers. ]—Es

testimony is mcnnsm‘téntmumspcct Them‘yf“Pﬁ 12781299 (ex cluded avidencg}

3.255. Mr. O'Shaughnessy’s expericnce 12 consistent with economic theory, which
dictates that a patent holder may be more risk-averse than an alleged infringer in 2 patent suit,

(24 Tr. 577 (Addanki)). The patent holder faccs uncertainty in a litigation in that if they win,
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they continue as before, and if they lose, they lose a revenue stegam. {24 Tr, 5776 (Addank:)).
The infmnger [aces similar uncertainties, with the good outeomes being that they gain market
entty, and the bad outcome being that they end up back where they started. (24Tt 5776
{Addimki)). The patent hoider faces the prospect of 1oss, while the infmnger laces the prospect of
gain. {24 Tr. 5776 (Addanki)}. This could affcet the split in the remaining patent life agreed to
in a settlement, because the risk aversion of the patent holder conld induce the patent holder o
accept 4 seftfement Iwith 4 very early entty date. (24 Tr. 5778 {Addanki)),

Complaint Counsel’s Response to Finding Mo, 3.255:

The proposed finding 1s unrehable, Dr. Addanki provided no basis for this
opinion. Te cited no economic theory nor empirical studics that people facing josses are
Tisk averse. His only basis was “commuen sense econormic infusion,”™ Tr. at 24:53776
{Addanki).

‘Lihie propesed finding is contradictsd by pther'evidéncé: Dr. Addanki's opinion
sbout risk preferences at Tr, dt:24:5776.5777is contradiered Prospact Theory, which
predicts tHat a patent holder in,a negative (ot loss) [rame:will:bs risksecking in a patent
snit -~-Q-BE’3:2_";’S—1299 (baSEdﬁm sx'c_tﬁglé:i testimiony); ‘Prospect Thccrj,f has been validated

mmnmthan {t—:b_'ri:ﬂ hund:édié:inpiﬁca] '_s:l:,:Lidie_'s.:'-:EE"F 1283 (bimdun excluded testhmony).

3.2536. Economic theory thus reveals how sk aversion on the part of the patent holder
tends o meve the reservation date to the carly side of the mean probable date of entry under

liigation. (29 Tr. 7174-73 {(Willig)). For the patent holder, the risk premium, or the vatue of
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offloading rrsk, becomes more powerlul as the amounlt of money or value at stake increascs. (29
Tr 7TI75 (Willig)). In patent dispuies, the incumbent has the greatest amount of profit or value at
slake, becuuse the incumbent stands to lose the profit flow that would come from one ar two
other competitors in the market, which is a smaller amovnt of money than that which the
incutnbent stands o lose. (28 Tr. 7175 {Willig)).

Complaint Counsel’s Response to Finding Mo, 3.256:

‘The proposed finding 18 incomplele and misleading. In the cited tcstimony,
Professor Willig fails to acknowledge the cffect of diversification on risk preferences, and
“when there’s diversification, that means that risk mattets far lese.™ Tr. at 31:8076
{Bresnahan). Scheting’s risk in the K-Dar litigations was diversifiable. CPF 1308;
CPRT 3.241; CPRT 3.255 {patent holder facing a foss will be Tisk-seeking, not risk

averse) {based on exclided testimony).

3.257. Such risk aversion appeared to be &l work in (he judicia] amm-twisting (29 T,
7079 (O Shaurhnessy)) that was creating rigk for Schering in the ESI ingation. (See 12 Tr. 2714

(Driscoll)).

C laint Counscl's Response to Finding No. 3.257:

The proposed finding is not supportcd by the evidence that is cited. My,
O’ Shaughnessy testified at Tr, at 297079 (0" Shaughnessy) that, as a mediator, he is
envious of “a judge who can twist some arms,” not that such arm-twisting creates risk
aversion. Mr, Driscoll testified at Tr. at 12:2714 (Driscoll) Lhat he thought thar there was

a risk of an unfavorable omtcome in the TSI btigation, but that does not establish risk
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aversion, as defined in SPF 3.239; see alvo CPF 1310,

{b) Insurance
3.238. *Whencver risk-averse mdividuals face uncertainty, they have a demand for
msurance.” (24 Tr. 3762 (Addanki); SPX 2290 (demonstralive]). “Tn response to ncreasing risk
aversion, the firm atways takes a ligher insurance cover.... To safeguard against revenue risks,
firrns purchase among a wide range of insurance schemes ...." (24 Tr. 5762 (Addanki); SPX
2280) (demonstrative), quoting from Wong, Kil Pong “Insurance and the Bchavior of
Competitive Firms Under Revenue Risks: a Note™).

Cemplaint Counszl’s Response to Finding No. 3.258:

The proposed finding is not in evidcn;c. The quoted slalcment is not from Dr.,
Addanli’s testimony, SPX-2290 may not be cited as substantive evidetice because it is
was admirtted as a dermnonstrative only. JX 5. A demonstrative cxhibit is not substantive
evidence. The quote from SPX 22’:?!_} 18 not in evidence nor has appropriate oundalion
been laid to show that the quote is within a recogmzed hearsay objection. No witncss
testified about the quote nor was the quote read into cvidence. Dr. Addankd never
discussed llus quois during his lestimony, and the demonstrative cxhibit SPX 2290 was

never used during his testimony.

3.250. Mast pecple, when confronted with a situation facing uncertain outcomes, will be
willing to pay something to have the uncertainty resolved (24 Tr. 5761-62 (Addanki)).

Homeowners' msurance is an example of risk aversion, where people pay a premium to ensure
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they will mot lose larze sums of money in the event of something bad happoeming eo their house,
even theugh the likelihood of the ocourrence 18 very small. (24 Tr, 5762 (Addanki)).

Complaint Counsel's Response to Finding No, 3.259-

The proposed finding is inelevant. Anindividual™s decision to insure his or her
private home has no bearing on the behavior of a corporation in the settlement of patent
litigation. 'The proposed finding is contradicted by other evidence. The fact that people
buy insurance does nod necessan by mean thay they are risk-averse. CTE 1297 'wa.ééﬂ'tjr_:l

sxeluded tostimony):

3.260. Insurance policies are purchased to offload the risk of an underlying loss and
move that risk (o an msurance company. {29 1T 7168 (Willig)). If you have insarance against
your car blowing up, the sk of that happening 1s not ém your shoulders because it has been
removed by the nsuranee company. {29711, 7T168-69 (Willig)).

Complaint Counscl’s Eesponse o Finding Mo. 3. 260k

The proposed finding is irrelevant and contradicted by gther evidence. CPRF

3.259.

3.201. The purchasc of insurance s one of the rmmost widespread examples of risk
aversion. As Nobcl-lawrcate Kenncth Arrow ciplained, “The risk aversion hypothesis owes its
durability, ... to its success in giving a qualitative explanation of otherwise puzzling cxamples of
econemic behavior, The most obvions 18 insurance, which hardly needs elaboration.” Profissor

Bresnahan agrees. (34 Tr. 8232 (Brcsnahan)).
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Complaint Counscl’s Response to Finding No. 3.261:

L'he propused finding is incomplete and tisleading. Professor Bresnahan agreed
with Profcssor Arrow thal “risk aversion giviesj a qualitative explanation of otherwise
puzzling cxamples of economic behavior,” Tr. at 34:8238, but Prolessor Bresnahan afso
testiticd that the purchase of insurance by a firm “docsn’'t necessarily show that the
corporation acts in a risk averse way.” I at 34:808 1-8082 (Bresnahan) (explaining that
COTPUTATIONS PUTCHase iNsurance to insure that managers act in a risk newtral way).
Furthermare, Nobil:labeate Kennéth Arrow later wrote that “the United Staics
Government has gf{-‘g;éﬂ._f_iﬁ_ug‘:_ij] surance at rates 1:.=~rIj1i|:':h are "ﬁ'f:l]':-he_lqw their actwarial
vahie.. Inder the ustial fiypotiicsis of risk aversion; any fadividual should certainly. be
willing 16 take a favorable bet. Yét until the Governifient increaséd the pressitre by
various incentives, very-few tuok oit this instrance.” Tr at 36:8535-8536 (Bazérman),
CX 1770 (demonstiative) haséd on excluded testivany) Proféssor Bazerman &<pluined
thal the, behavier identified by Professor Atrow fs consistént with sk seeking, not risk

aversion. Tr. atl 36:8536 (Bazerniaii) (based on éxclided. isatimony).

3.262. There is insurance on litigation offered in the field of intellectual property and
patent disputes. However, this insurance is not convnerciatly reasongble. (29 Tr. 707071
(O Shaughnessy)).

Complaint Coungel’s Kesponse to Finding No. 3.262:

The proposed Finding is imelevant.



3.263. Afier condueting an evaluation of Schening’s insurance practices, Dr. Addanki
concluded that Schering is risk-averse. (25 Tr. 6094-95 {Addanki}). 1or. Addanki reviewed
documents and spoke with individuals who make invesiment decisions for Schering, including
(25 Tr. 6095-96 (Addanki}) lalking with the treasurer’s office about Schering’s insnrance. (25
Tr. 6167 {Addanki)). Schering had insurance with lower deductibles than was customary in the
industry, which told Dr. Addanki that Schering was risk-averse. (25 Tr. 6167 (Addank1)).

Complaint Counsel’s Response to Findine No, 3.263:

The proposed findimyg 1s contradicted by other evidence. Obscrving the purchase
of insuranee does not establish that a corporation 1s risk averse. CPF 1273-1276. Dr.
Addanki’s analysis of Schering’s rigk preferences is Nawed. CPF 1312-1315. There is no
evidence that Schering was nisk averse in settling 1ts patent litigation with Upsher or ESL

CPF 1306-1317.

3.264., Dr. Addanki’s analysis is confirmed by Schering’s insurance practiccs: SPX 596,
the Schering-Plough Corporate Insurance Schedule as ol 8/1/01, shows Schering with insurance
covenng Domestic Property (§7.9 billion), F idelitnympinycc Dishonesty ($40 million), Cargo
(£15 miliion), a long list of casualty insurance ranging up to $200 million, Foreigm Properly
($3.25 billion), Foreign Liability {S240 million), and other insurance (SPX 396). The wotal
amount of coverage is 526.2 billion. On §7.9 biilion in domestic property insurance coverage,
the deduchble is only $.5 million. On $5.25 billion in Foreign Property Insurance, there is no

deduciible.

Finding No. 3.264:
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The proposed finding is contradicted by other evidence. CPRF 3.263. The
cvidence in SPX 59¢ does not provide sufficient information to determine whether the
insurance is actuarially uniair becauss it does not estimate Schering’s expected loss. Tr.
at 34:8082 (Brosnahan). Moreover, the cited document was created in 2001 and sheds no
light on Schering’s practices at the fime of the settlements, See SPX 590,

(c) Hedging

3.265. Hedgmg mput costs 10 avoid uncertainty in fulure prices is another example of
sk aversion. {24 Tr. 5763-64 (Addanki)). A firm that uses a lot of grain, silver, gold of some
other matcrial and regards the future prices that it must pay for those inputs as =ohject to
uncentainty; it may pay to have that uncertainty resolved by hedging. (24 Tr. 5763 (Addanki)).
There are different ways to hedge. (24 Tr. 5763-64 {Addanki)). A firm can hedge by just simply
buying all the requirenients [or a year up front and putting them m storage. (24 Tr. 5763
(Addanki)). That way you pay the storage charges on them, but alieviatc the uneertainty. (24 Tr.
5763 (Addanki)). Or a firm can hedge in the futures market, which also invalves certain costs
but relieves the uncertainty. {24 Tr. 5703-64 {Addanki)). There are ditferent ways you can do i,
but what the firm is Inying to do is get rid of thal uncertainty so it cxm plan with & less uncertain
lutore. {Addanki 5763-64).

Compiaint Counscl’s Response to Finding Ne. 3.265.

Complaint counsel has no specific response.

3.200. Schermg uses the first way of hedging to get rid of uncertainty regarding foreigp

currengy fluctnations. (SPX 581 “Using Foreign Operetions as a Hedge Against Forsign
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Ixchange Rate Exposure™) (See wlyo implemeniation of hedging stratepy: SPX 593, SPX 594,
SPX 505).
Complamt Counsgel’s Responsc to Finding No. 3.266:

The proposed finding is not supported by the evidence, SPX 5%1 outhines a
possible hedging strategy, but it does nol establish that Schering ever adopted the
strategy, al any time. SPX 593 outlincs requircments for Schering investments in
commercial paper in 2001, and it does not establish that the strategy outlined in SPX 581
was ever adopted. SPX 594 is a list of approved hanks for Eurodollar time depesits in
2001, and it does not establish that the strategy outlined in SPX 581 was ever adopted.
=PX 595 is a hsl of approved providers for money market funds in 2001, and it doas not
establish that the strategy oullined in SPX 581 was ever adepted. "Therc is no evidence

that the strategy outlined in SPX 551 was ever adoptod.

{d)  Schering’s risk aversion

3.267. Schering’s risk aversion stems from the risk of losing its revenue siresm from
branded K-Dur 20 and K-Dur 10. (24 Tr. 6097 (Addanki)). In the K-Dur 20 patent litigation,
Schenng ran the nisk of losing some of that revenue to A-B generic entry, becanse of mandatory
substitution laws. (24 Tr. 6097-98 (Addanki)). Managers are risk averse. {24 Tr. 6069-6099
(Addanki)}. Therelure, even though the sales of K-Dur 20 constituted less than 3 percent of
Schering’s overall sales, the individuals making the decisions regarding the product hid o lot al
stake. (24 Tr. 6098 (Addanki)).
Com

laint Counsgel’s Response to Finding No. 3.267:
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The proposcd finding is contradicted by other evidence. There is no evidence that
Schering was risk averse in ils decision to settle the Upsher or AHP litigations, CPF
15306-1311. Itis implausible that the negotiators for Schering would have been risk
averse becausc they did not have future vesponsibility for K-Dur. Tr. at 34:8077

{Bresnahan); CPF 1304

<. Where the generic is strapped for cash
3.268. A generic misht be vnable to settle for an entry date that it cxpects under hitigation
if a generic is short of cash. (24 Tr. 5781 (Addanki)). Professor Bresnahan has not modeled how
long Upsher-Smith could have financially sustained its defense of the patent litigation. (4 Tr.

(65 (Bresnahan)}.

Conplaint Counsel’s Response to Finding No. 3.268:

The proposcd finding is incomplete and irrelevant. There is no cvidence that
Upsher needed a payment to continue to operate its business. Tr. at 4:609 (Bresnahan).

Therefore, this theoretical justification does not apply to the Schering-Upsher negotiation.

3.269. Acconding to Dr. Addanki, cash shoriage on the part of the generic is among the
circumstanccs that may-rcsult in sctilements with net consideration that permit entry garlier than
the expected entry date under litigation. (24 Ir. 5790-91 {Addanki)). In the example where the
litigation or settfement occurs in 2000, the patent expires in 2010, and there are equal odds of
cach party prevailing, the expectad value of the litigation s an entry date of 2005, (24 Tr. 57%)

{Addanki}). The nsk averse patentee will settle for a date as early as 2004 in the example, and 1t
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will give up the benefit of cniry oceurring as lale as 2005 io eliminate the uncertainty of the
litigation. {24 °T1, 5790 {Addanki)). However, the cash-strapped gencric would worry that it
cannot hold ont wmtil 2004, and would hope 1l could get an carlier cash infusion by winning the
htigation. (24 Tr. 5791 (Addanki)}). A settlement could result where the patent holder,
rocogmzing the generic’s need for cash, pays the generic some cash to ease ils cash shortage and
ends up with the settlement agreement in the range of 2004-2005. (24 Tr. 5791 (Addankiy). A
settlement therelore nmght be structured so that the risk averse patent holder pays the cash-
sirapped entrant and ends up with an entry datz, payment notwithstonding, that is before the
likely outcome of the litigation. {24 Tr. 5792 (Addanki)).

Cotnplamt Counsel’s Responsc to Finding No. 3.269:

The proposed finding is incomplete and misleading. Dr. Addanki’s lestimony
only identifics thal, under (those circumstances, there are settlements (1) that both panties
prefer to litigation and {2} that provide an earlier cniry date than the likely outcome of
tigation. Dr. Addanki discusses an example where the risk averse patent holder pays the
cash-strapped entrant and cnds up with an entry date before the likely cutcome of
litigation, but under the conditions of his cxample there exist a multitude of settlements
that the parties prefer to htigation and that provide less competition than litigation. Tr. at
34:8117-18 (Bresnahan} (cash-strapped entrant model): Tt. al 29:7190-01 (Willig) (cash-
strapped entrant model). For any setilement that provides more competition than is
cxpected under litigation, there arc many anti-competitive scitlements that the parties
prefer. Tr. at 34:8117-18 {Bresnahan) {cash-strapped cnirant medcl). Maoreover, Dr.

Addanki provides no analysis for why the parties would choose pro-competitive
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sclllements, which they prefer less, over anti-competitive scitlements, which they prager
morc. Tr. at 34:8117 (Bresnahan) {cash-strapped entrant model). His example predicts
pattiss will choose anti-competitive settlements. Tr. at 34:8118 (Bresnaban} {cash
strapped entrant model). Dr. Addanla only hypothegized that parties would not act on
their incentives Lo enler an agreemnent (hat would be anti-competitive becausa of
countcrvailing inccntives to obey the law, CPF 1249, [[owever this reliance on
incentives 1o obey the law docs not change the conclusion that Dr, Addanki’s example
predicts anh-competitive agreements becanse (a) he neither explained oridentified the
cotditions under which those incentives would lead to pro-compelitive resulis (b) the
partics will not know at what poinl the entry date becomes anti-competitive (CPF 1256-
1237} and (c) self-serving bias would likely undercut the incentives to obcy the law (CPF
1258-1263). Furthermore, Dr. Addanki’s cxample relies on the extreme assumption that
pubhicly held, diversified corporations are risk-averse 1n patent litigation, CPF 1264-

1277,

3.270. _meessm‘ Willig {urther developed the analysis for such a settlement between a
cash-sirapped generic and a risk-averse incumbent. Whilc all cconomic actors prefer to receive
income carlier rather than later, there are circumstances where a generic hag a special need 1o
have early cash flow carly. to do business, for its nvestors or for some other reason. (29 Tr.
7187 (Willig)). Under this scenanio, the reservation time for the generic is much earlior than i
would have been if the generic did nol need cash. (29 7. 7187 (Willigh), The penenic would not

be willing to wait until the mcan probable date. (28 Ir. 7187-8¥% (Willigh).
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3.271. Without net consideration under these circumstances, there would be no
scttlement. (29 Tr. 7188 (Wilhig)). The resull would be hitigation, which vields consumers only
the mean probable date of entry under litigation. This is later than the entry date that would be
enabled by some agresments, which do eniail net consideration. (25 Fr. 7190 (Willig)).

Complaint Counset’s Response to Proposcd Findings No. 3.270 and 3.271:

The propesed findinps are incomplete and misleading. Professor Wilkg only
identifies that, under thase circumstances, there are settlements (1) that boih parties prefer
to Litigation and ¢2) that provide an earlier eniry date than the likely outcoms of litigation.
Under the conditions of Professor Willig's model there exist a mullilude of setilements
that parties prefer Lo litigation and that provide less competition than litigation. Tr. at
34:8117-18 (Brcsnahan) (cash-strapped entrant model); Tr. at 29:7190-21 {Willig) (cash-
strappod enirant model). Tor any settlement that provides more competition than (s
cxpected under litigation, there are many anticompetitive settlements that the parties
prefer. Tr.at 34:8117-18 {Bresnahan) {cash-strapped entranl model). Nothing in
Professor Willig's model explains why the parlies would choose procompetitive
scttlements, which they profer Iess, over anticompetitive scttlements, which they prelor
more. Tr. at 34:8117 (Bresnahan) (cash-strapped entrant model). In fact, his model
predicts anti-competitive setttements. Tr. at 34:5118 (Bresnahan) (cash strapped entrant

model}.

3.272. Al the time of its patent litigation with Schering, Upsher-Smith was a small

pharmaceutical company. {23 Tr. 5401 (Troup)). Prior to scttling the litigation with Schering,
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Upsher Smith’s month-to-month cash flows and net operating income varied from negative 1o
positive and back. For example, frorm January throngh July 1996, Upsher Smith’s “net cash from
operating activities” and “corporaie cash flow” were negative for four months and positive for
three months. For those seven months, Upsher Smith's total cash flow was just 230,157, (USX
438 at USL 00473.) Through April 1997, Upsher's “net income from operating activities™ was a
negative $1,106,135. Total “corporate cash flow™ for the first four months of 1997 was a
negative-!’rilﬁ?ﬁ,iﬂﬂ. {LISX 445 at USL 00888}, For the first six months of 1997, Upsher®s
corporale cash flow was a negative $2,373,837. “INet cash from operating aclivilies”™ for the first
six months ol 1997 was a negative §1,644,635. (UISX 447 at USL 00948). Though August
1997, Upsher’s “operating incomc” was a negative $1,077,660. (USX 449 at USL 010103
Upsher's “corporate cash flow™ through August 1997 was a negalive $3,537,824. (USX 449 at
USL 0i012.)
Complanl Counsel's Response to Proposed Finding No. 3.272;
Sea Complaint Counsel’s Combined Response to Proposed Findings 3.272, 3.273,

3.274, 3.275, 3.276, 3.277 below.

3.273. In January 1997, Upsher’s return on sales was a negative 11.1%;, compared to its
corporate target of 20%. ts retiirn on assets was a negative 22.1%, comparcd 1o a corporatc
target of 25%. (USX 441 USLO0T775). By April 1997, Upsher’s momnthly return on assets was a
negative 7.5%, with a ncgative 3.2% relum on sales. For the year as a wholc, rcturn on asscts
was 6.7% and retwrn on salcs was 2.9%, well below Upsher’s “mininnum targets” of 25% and

20%, respectively. (USX 445 USL 00882). By June 1997, Upsher’s operating return on assets
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for the frst half of 1997 was a negative 5.2% and ils operating return on sales was » negative
6.3%. (TISX 447 TISL 00542). Part of Upsher’s poor performancc was due 1o higher than
planned operating expenses m June 1997 of $226,000, of which $222,000 in that month were for
patent-related legal expenses. (UJSX 447 al USL 00942),

Complainl Coungel’s Response to Proposed Findinge No. 3.273:

See Complaint Counsel’s Combined Rcsponsc to Proposed Findings 3.272, 3.273,

3.274, 3.275,5.276, 3.277 helow.

3.274. Between December 1996 and April 1997, Upsher Smith’s stockholder equity
declined from $7.4 million (0 $6.6 million. (USX 445 al USL (0887)

Complaint Counscl's Response to Proposcd Finding No. 3.273:

See Complaint Counsel’s Combined Response to Proposed I'indings 3.272, 3,273,

3274, 3275, 3.276, 3.277 helow.

3.275. Dr. Addanlks, who inalyzed Upsher’s position as a basis for his opimuon, lestified
that Upsher had dipped into its linc of credit in the amount of $2 million, and that that amount
had grown in the months leading up to the Schering settlement. (SPX 2078) (demonsiralive); (24
Tr. 5782 (Addunki}). Dr. Addanki observed that Upsher’s accounts payable, what il owed its
credilors, inereased in the months leading up to seftlernent . (SPX 2077) (demonstrative) (24 I,
5783 (Addanki)). He found that Upshcer’s cash position weakened and became negative in the
months leading up the setilument, and Upshier was runmng oul ol cash. (SPX 2078)

{demonstrative) (24 Ty, 5783 (Addanki)). Dr. Addanki found that Upsher’s operating income
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was also negative in the months Ieading up to seitlement. (24 Tr. 5783 (Addanki) (SPX 2(79)
{demonstrativc). He obscrved that Upsher’s bills were piling up; it was borrowing money on its
short-term tine of credit. (24 Tr. 5788 (Addanki)). Upsher was short on resourecs to spend on
“marketing Klor Con, and Upsher cinpluyees had given up bonuses because they were short an
resowrces and cash. (20 Tr. 4833-34 (Dritsas)) (24 Tr. 5789 (Addanki)).
Complaint Counsel’s Response to Proposed Findmg No. 3.275;
The propesed finding is based on exhibits (SPX 2076, SFX 2077, SBX 2078, and
SPX 2079) that wore nol adontted as mﬁdﬂnpe of Upshers financial condition. 1T, at
24:5788, 578187 (Addanki). They were admittod as a basis for Dr. Addacki’s opimion,
but Dr. Addanki never opined that Upsher had a eash flow problem. He only said that
Upsher “may” have had a cash flow problem. Tr. at 25:0100 (Addanki). Furthermore,
Dr. Addanki adnutted that he did not do the proper evalualion necessary to detennine that
Upsher did indeed have a cash flow problem. CPF 1321, See also Complunt Counsel’s
Combined Responsc to Proposed Findings 3.272, 3273, 3,274, 3.275, 3.276, 3.277

helow,

3.276. Upsher’s cash-sirapped position was 2 factor in the Schering-Upsher settlement
neguliations, Mr. Hoftman testified that Mr. Troup raised his need for cash in arder to scttle and
Mr. Hoffiman said that Schering wouid consider an extrinsic deal that stood cn its own two feet.
(15 Tr. 3543-44, 3559-60 (].F. Hoffman}).

Cotnplaint ased Findines No. 3.276:

ounsel's Response to B

Ths (inding 15 misleading. Although Mr. Troup asked for cash in order to settic
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the litigation, he asked for cash to replace his lost revenuee, not 1o keep his business
munning. Moreover, he Justiied his demaund based on the damage his product could do to
Schering’s revenue. CPF 167, Netthor Mr. Troup not anyone clse rom Upsher has
clammed it needed a cash payment lo maintain its business. CPF 1319, Troup’s testnmony
is consistent, not with Upsher’s being cash-strapped, bt with Upsher asking for a sharc
of Schenng’s monopoly prolits. CPF 183, 1197-99.

See Complaint Counsel’s Combined Response to Proposed Findings 3.272, 3.273,

1274 3275 3276, 3.277 below.

3.277. The cosi of the patent litigation was a dramn on Upsher-Smith. {CX 232 USL
15395 (“Klor-Con® M litigation support conitinucs to reguire substantial time and expenses.”
(January cstimate $200K)). (CX 255 USL (02612 (January 14, 1997)) (23 Tr. 5406 {Troup)).. By
May 7, 1597, Upsher’s O"Neill wrote to Troup: “Klor-Con® M Litigation support continues to
require substantial time and expenses (Estimate for the remainder of 1997 $1,100 K).” ((CX 259
USL 1545%.)) The testimony of Upsher’s oulside attomey, Mr. Canedla, included a review of the
monthly legal fees paid by Lpsher in connection with the Kior Con®M litigation during the
period of January 1996 through July 1997, which totaled roughly $2.8 million. (16 Tr. 3818-
3823 (Canella); USX 33-00SX 101). By May and June 1997, the monthly legal fees tolaled

$340,000 and $408,000, respectively. (16 Tr. 3823 (Canella)).

L laitit Counsel’s Cornhined Respottes $0

3.274,3.275.3.276. 3. 277

The proposed findings are not supported by evidence and arc incomplete. There 1s
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no evidence that Upsher-Smith had a cash flow problem in 1997 when they entered into
the settlement agreement. CPF 1318-1325. No witness or document from Upsher stales
thal Upsher needed a payment to contitue its business, CPF 1315, Upsher’s own
documenis projected a net income of $7 million on $52 million in sales for 1997, CPF
1323. Upsher projected to bring in $1.7 million in the second half of 1997 from its new

products, folic acid, St. John’s Wort and Provalite. Tr. at 25:6103-6104 (Addanki); CX

l 1.4 a‘t_ USL 1 3 1 52_ ARSI R A A A AR R R N PR AP E A NS A A AN A A A R RS R R A B R R
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sressansararanars ssssans Ny gxpert has provided an opinion that Upsher had a cash-flow
problem in 1997, Dr. Addanki said only that Upsher “may” have had a cash flow
probtem. CPF 1320, FMurthermoie, Dr. Addanki admitted that he did not do the
cvalualion necessary to determine if Upsher had a cash flow problem. CPF 1321, Asa
result of the zetilement, Upsher reccived the first payment of $28 million in June 1997,
but it paid out the entire amount to itz stockholders, contradicting a conclusion that

Upsher had a cash-flow problem. CPF 1322,

d. Where the parties have differing expectations
concerning the vuteome of litigation
3.278. Litigating partics have various expectations concerning the cutcomes of litigation.
(29 Tr. 7076-77 (O’Shaughnessy)). Parties are frequently optimistic about their chances ol

winning a litigation. (6 Tr. 1159 (Bresnahan)). Frequently, both parties are optimistic. (J. at
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1159-60). Professor Bresnahan classified the parties” competing expectatrons into three
categories (optimistic, pessimistic and on target). {29 Tr. 7076-77 (0’ Shaughnessy)). (29 Tr.
7197 (Willig)y. Mr. O'Shaughnessy believes (hat there are lwo addilional categories, (29 Tr.
77 (O’ Shaughnessy)). One of these categonies is “wildly optimistic, well beyond the normal
range of optinusm.” (29 Tr. 7077 {O°Shaughnessy)). Most of the parties that Mr.

(¥ Shaughnessy has observed Fall into either this wildly optimnistic category or the highly
oplimisiuc proup. (29 Tr. 7077 (O°Shaughnessy)).

Complaint Counsei’'s Response to Proposed Finding No. 3.278:

Complamt counsel has no speeific response.

3.279. Tou greal a desrec of optinusm on the part of the partics 18 an impedinicnt to
settlement (29 Tr, 7079-80 (O’ Shaughncssy))y. Professor Bresnahan agrees that whers each of
two parties to & litigation believes they have a two-thirds chance of winning, a scitlement is
difficult to achieve. (& Tr. 1160 (Bresnahan)).

Complamt Counsel’s Response to Proposed Fmdine No. 3.279:

Complaint counscl has no specific response.

3.280. Over-optimism in negotiating is at tension with risk aversion. (29 Tr. 7077
(" Shaughnessy)). Risk aversion drives pariies towards settlement, because they are willing to
pay for thal certainty. {29 Tr. 7077 (O’ Shaughnessy)). Optimism or over-optimism lends to
drive them apart, ereating a wider gap in their ncgotiating positions. {29 Tr. 7077-78

(0 Shaughncssy)).
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Complaint Connscl’s Responge to Proposad Findine No, 3,280

The proposed [inding is incomplete. Risk aversion makes it casicr for the partics
to settle without a payment of net consideration from the patent holder to the potential

enfrant. CP) 1264,

3.281. Frms engaged in intellectual property Iitigation probably cannot reach a
settlement if parties are more optimstic than risk averse. (29 Tr. 7078 (O Shaughnessy)). Ifrisk
aversion 1s still the predominant factor underlying the negotiation, then settlement is possible.
(29 Tr. 7078 (O’ Shaughnessy)). The two would still be in tension, however, and it is not
possible lo determine what the likely outcome of the negotiation would be. (29 Tr. 7078
(U*Shaughnessyy).

Complaint Counsel’s Response to Proposed Finding No. 3.281:

The j}l'DpDSDl'i finding is incomplete because the degree of optimism varies over
time. The degree of optimism and pessimism changes over the course of the htigation,
Tr. al 29:7128 (" Shaughnessy); see also SPF 3.289. As a mediator, Mr. O"Shaughnessy
has sr:-n_mtimes crealed pessimism in litigating parties. Tr. at 29:7131-32

{(0"Shaughnessy). Thus, oplimism need not impede settlement.

3.282. Consistent with and extending upon Mr. O’ Shaughnessy’s analysis, Dr. Addanki
explaincd [rom the economist's perspective how a generic’s over-optimism might make
settlement itnpossible m the absence of net consideration. {24 1T, 5792-93 (Addanki)). With net

considcration, a patent settlement could result that provides for earlier generic entry than is likcly
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to result from litigation. 24 Tr. 3778; 29 Tr. 7194-201; SPX 2331 (demenstrative); (SPX 2321},
(SPX 2326); (SPX 2322); (SPX 2323, (5PX 2327); (RPX 2309).

Complaint Counsel’s Response to Proposed Finding No. 3.282:

—

The proposed finding is mcomplete and mislcading. Dr. Addanki’s justifieation is
the same as Professor Willig's misplaced optimism model emd therefore has the sume
Aaws. CPF 1234, Like Professor Willig, Dr. Addanki has merely identificd that, under
the stated conditions, there are sertlements with net consideration (1) that the partics
prefer to litigation and (2} that provide [or sm eartier entry date than is cxpeeted under
htigation. Dr. Addanki does not establish under whal conditions those types of
setilements will occeur. Therefore, under Dy, Addanki’s justi Geation, for any settlement
that providcs morc competition than is expected under litigation, there are many anti-
competitive settlements that the pariics prefer. CPF 1244. Dr. Addanki provides no
analysis for why the partics would choose pro-competitive settlements, which they prefer
less, over anti-competitive settlements, which they prefer more, T, at 34:3116
(Bresnahan) (misplaced optimism model. Furthermore, Dr. Addanki’s exampie requires
that the entrant behieve thal any feasible settlement is anti-competiive. CPF 1255, His
example predicts partics will choosc anti-competitive setflements. Tr. at 34:8116

(Bresnahan) (misplaced optimism model).

3.285. For example, assuming a nisk-gverse incumbent, the meumbent’s reservation date
for entry is earlier than (he mean probable entry under litigation {29 Tr. 7194 {Willig)). If the

generic is over-optimistic, it believes it has a better chance of winning the case than it actually
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does, and holds out for an eptimistically carly entry date, which it believes is equivalent to its
odds ol prevailing in the litigation. (29 Tr. 7195 (Willig)). In this example, a settlement iz not

possible. (Fd).

Complainl Counscl’s Response to Proposed Finding No. 3.283:

Complaint counscl has no specific response.

3.284. There may be a range of settlement dales that can be supported by an agresment

with net consderation, however, that still leaves constumers better off than they would be under

htigation. (29 Tr. 7194 (Willig)).

The proposed finding 1s meomplete and mislcading. CIPRF 3.282.

3285, In this situation, if net constderation were banned, there would be no settlement
and consumers would face litigation with a mean probable entry date that is later than would be

obtained through the settlement that included net consideration, (29 Tr, 7196 (Willigh)

Complaint Coungel’s Res indmg No. 3.285;

The proposed finding is incomplete and misleading. Profossor Willie never
catablishes that, under Htization, consumers would face a mean probable entry date that is
later than would be obtained with net consideration. To the contrary, Professor Willig's
model predicts anti-competitive settlements, in which case eniry wonid be earlier under
litigation. CPF 1248. In the cited testimony, Professor Willig opined if net consideration

were banned, the probabie outcome of litgation might he later than settlemenis with nel
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consideration. He did not opine that the mean probable date would be later. Tr at
29:7196 (Willig).

The finding is further misleading bepanse Professor Willig has not established that
parties havc cver used net consideration in the real world to overcome this particular type

of impasse. CPF 1418,

3.286. Professor Willig's varied-assessments-ol-success analysrs addresses the guestion
of whether a payment to dclay will necessarily delay cutry (SPX 23123 (29 Tr. 7229 (Willig)). It
shows that there are circonstances that net payment results in a pro-competitive seftlement where
neither party is risk averse and where parties have disparate vigws of the likelihood of success.

(SPX 2312) (29 'IT. 7229 (Willig)).

Complainl Counzel’s Responge o indine Mo, 3.286:

The proposcd findimg is inconplete. Under Professor Willig's varied-assessments
model, both parlics believe that they arc cntering an anti-competitive settlement when
they rcach a settlement with net consideration. CPF 1254, The proposed finding is
centradicted by olher evidence., CPF 1243 (the vanied-assessment model predicls anti-
competitive settlements). Professor Willig doss not opine that his model predicts that
patrties will reach pro-competitive settiementz. CPF 1247, At most, the parties reach a
pro-competitive settlement only if they are bath making a mistake. Tr. at 34:8112

(Breznahan).

3.287. For example, where the mcumbent has a pessimistic view of its chances of
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success relalive o the true odds, it will have a rescrvation date on the early side of the mean
probable date of entry. (29 Tr. 7225-26 (Willigh). The incumbent is not assumed to be dsk
averse of to have other costs of litigation, (SPX 2333) (demonstrative); (29 Tr. 7226 (Willig)).
Where the genetic has an overly optimistic view of its odds of winning the casc relative to the
true probabilitics, il will hold oul for an earlier time entry than the mean entry date. (SPX 2333)
{demonstrativc); (29 Tr. 7226-27 (Willig}). There is a gap between the reservation datus hecanse
the entrant’s optimism is stronger than the incumbent’s pessimism. (SPX 2333} {demonstrativc)
(29 Tr. 7227 (Willig)).

Complamni Counsel's Response to Proposed Finding No, 3287:

‘Ihe finding is incomplele. CPRF 3.286,

3.288. The gap prevents the litigants fom finding a mutvally agreeable date of entry,
(SPX 2333) (demonstrative), (2% Tr. 7226 (Willig)). Consmmers wonld benc/it from any
settlement that leads lo an entry date any time up to the mean probable date of entry. (SPX 2333)
(demonstrative); (29 Tr. 7227 (Willig)). Here, et consideration would permit the parties to
¢close the gap I:r_amraen their dilfering reservation dates, but on dates tha would still be earlier
than the mean date of entry. (SPX 2333) (demonstrative); (29 Tr. 7228 (Willigh).

Complaint Counsel’s Response to Proposed Finding No. 3.288:

The proposed finding is incomplete, Professor Willig’s model only identifies that,
under certain conditiens, there are settlements with a payment {1) that the parties prefer to
litigation and (2) that provide more consumer surplus than is expected under litigation;

the model does not predict that the parties will enter those seltlements. Nothing in
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Frofcssor Willig's model of varied assessments explains why the setiling parties would
choose a scitlement with entry earlier than the mean probable dale of entry under
Litigalion, which they prefer less, over a settlement with entry later than the mean
probable dale of eniry, which they prefer more, CFF 1245, Professor Willig's madel of

varicd assessients predicls anli-competitive settlements. CPF 1248,

3.289. Pessimism is not ag conumon as optitnistm, but the dispibution of parties between
possimistic, oplimistic and equal assessment changes over the course of the litigation, (29 Tr.
7128 {0’ Shaughnessy)). As a mediator, Mr. {’Shaughnessy has sometimes creaied pessimism
in litigating partics. (29 Tr, 7131-32 {D’Shaughnes.sy)]. {12 Tr. 2714 (Driscoll)).

Complaint Counsel’s Eesponsc to Finding No. 3280

Complaint counsel has no specific response.

3.290. Agam, 1n this scenario, 3 competitive cutcome is nol assured. (29 Tr. 7229
(Willig)). Professor Willig's model does not reveal whether the resuliing settlement will be
earher than the_, mean probable entry dalc, atul thus beneficial to consumers, or later than the
mean probable entry date. (29 Tr, 7220 (Willig)). The modcl sunply shows that net
consideration may be necessary to achieve socially preferable kinds of selillements. (29 Tr. 7229
{(Willig)).

Complaint Counsel’s Response to Finding Ne. 3.290:

The proposed linding is incomplete. Not only is the competitive outcome nol

assured, nothing in Professor Willig's model of varied assessments cxplains why the

228



setiling partics would choose a seltlement wilh entry earhier than the mcan probable datc
of emtry under litigation, which they prefer less, over a settlement with entry later than the
mean probable date of entry, winch they prefer more. CPF 1245, Professor Willig's

model of varied assessments predicts anli-competitive settlements. CPF 1248,

E. Where the generic is concerned about third party entry

3.291. Protessor Willig analyzed the situation where a third parly, not subject to the
litigation, might enter the markel during the time span of the patent lifc. {29 Tr. 7202, 7213
(Willig)) (SPX 2311); (SPX 2334) {demonstrative). An incumbent who expects further entry
will accept settlements on fhe sarly side of the mean probuble eniry date under litigation (W illig
7203), because the increased competition after the third party has cnlered reduces the profit
opporunities to the incumbent after such entry. (29 Tr. 7204 (Willig) (SPX 2334) . For the
same reason, the generic will accept an entry date significantly earlier than the mean probable
entry date. (29 Tr. 7205 (Willig)).

Complaint Counscl’s Response to Finding No, 3.291:

Complaint eounsel has no specific responsc.

3.292. Howcever, because the stakes in the third party’s entry differ as between the
incumbent and the generie, their rescrvation dates do not move fo the same extent snd there isa
gap between those dates. (29 Tr. 7203 (Willigh). The litigaling parties can close the gap with net
consideration, msﬁltiug in entry potentially earlier than the mean probable date of entry under

litigation. (29 Tr. 7206 (Willig)).
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Complaint Counsel’s Response to Finding No, 3.292:

The proposed [inding is incomplete and misleading. Proflessor Willig's model
only :dentifics siluations in which there are settlements (hat the parties prefer to litigation
and that provide more competrtion than is expected under Litigniion. CPF 1242-44,
Nothing in Professor Willig’s model of thivd party entry explains why the settling partics
would choose a settlement with cniry earlier than the mean probabie date of entry under
litigation, which they prcfer less, over a sclifement with entry later than the mean
probable dale of entry, which they prefer more. CPF 1245, Professor Willig's model of

third party cotry predicts anti-compelitive settlements, CPF 1248,

3.293. While a settlement with net consideralion may accelerate cntry compared 1o the
mean probable entry date under litigation, consumers would find the setilement welfare-
ciihancing even if the break-even date from a consumer’s perspective is later than the mean
probable datc of entry under I#tigation. (29 Tr. 7205 (Willig)).

Compigint Counisel’s Response 1o Finding No, 3.293:

‘The proposed finding i not suppotied by the evidence. There is no evidence that
a settlement with an entry date later than the mcan probable date of entry under litigation
wonld always of even frequently be welfarc-cnhancing. The evidence shows enly that it
is theoretically possible thai under certain conditions, a settlement with an entry date later
than the mean probablc date of entry under litigation would be welfire-enhancing. There
is no evidence that those conditions do exist in the real world.

n the cited testimony, Professor Willig smd “it"s quitc possiblc that the break-even entry
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date from the consurner perspective is moved to the right of the mean probable date of
colry under lugaton.™ 29.7205 (Willig) (the ncecssary condition under his model for a
scitlement with an entry date after the mean probable date of entry under litigation to be
pro-competitive). He never said that settlements afler the mean probable datc of entry
under litigation would always be welfare-enhancing, He admitted that whether a
settlemcnt afler the mean entry dale is welfare-enhancing depends on the algcbhra in his
model. Under certain conditions, scitlements afier the mean probable date of entry under
ligation would not be welfare-enhancing, Tr. al 29:7269 (Willig) (the consumer arrow
does not go to the night of the mean probable date of entry under litigation).
Under Profossor Willig's third party entry model (SPX 2311), selllements with entry
dates before the mean probable dale of entry under litigation could provide less consumer
welfare than litigation. The incquality at line 13 defines the criteria lor when a settlement
wilh an entry date "t provides morc consumer wetfare than is expected under litigation.
Under that inequality, a seftlement provides more consumer welfare than s expecled
under hitigation if t < ps+p(0 - =) (2 + 3p{e + P - 2B - 83). In Professor Willig™s
notation, the mean probable date of entry under litigation is defined as p8. SPX 2322 at
p.33. Iipl=t=ps+p(8 - ) (20 +5)/ (e + u - 2B - 6)), then a ettlement with entry date
“t” provides less competilion than litigation even though the entry date “t” is earlier than
the mean entry date undet litigation. By performing simple algebra, p = ps + p(6 -
) (2 + 8)/(e + . - 2B - B)) when (2P + 8)(e: + - 2B - B} < 1.

By contrast, the requested finding (Lhal there exist scttlements with entry dates

after the mean entry date under litigation thal provide more consurner welfare than is

231



expected under litigation) 18 true if and only il (2P + &) (e + p-2p - &)= 1.

Professor Willig provided no testimony on how ofien the ratio (28 + &) +p - 2f - ) is
likely to be greater than or less than one. The terims rofer to duopoly profits (),
deadweight loss under duopoly (8), monopely profits {«), and deadweight joss nnder
monopoly (). CPEF 1370, He provided ne testimony on whether there is any real-world

example where the ratio (2B + 8){e + p - 2p-8) = 1.

3.294, Consumcrs arc willing to wait longer for entry, if they have 1o, because when all
parties are in the market, the outcome is highly competitive and very advintageous to consumers.
{29 T, 7205-00, 7209, 7232-33 (Willig)).

Complaint Counsel’s Response to Findin

The evidence does not support the finding. Fhere exist scttlements with entry
dates later than the mean probable date ol entry under litigation that providc more
consumer surplus than is expected under litigation only ander specific assumptions.
CPRF 3.293. Moreover, it is an assumption of the model that three competitors is very
advanlageous (> consumers: "1 have assumed that when all three of those fitms are Lhere,
the outcome 13 lghly cotnpatitive, very advanlageous to consumers and so consumers....”
Tr. at 20:7205-06 {Willig). Therefore, the finding 18 misleading to the degree it implies
that consumers vajue three or more compctiters significantly more than two competitors

or Lhat Professor Willig provided an opinion on whether consumers value three

competitors significantly more than two competitors.



3295, IMnet consideration were banned under this scenario, there would be a systetnatic
gap between the reservation dates of the generc and ihe incumbent, beeause of the entry by the
third party. (2% Tr. 7206 {Willig)). No sclilement would occur that cntails only a split in the
remaining patent lite and consumers would be worse off.

Complaint Counsel’s Response to Finding No. 3.295;

Complaint counsel has no specific respommsc,

3.296. Upsher-Smilh projecied generic entry by firms other that Schering’s gencric
division, Warrick. {CX 186 FTC 155814) (“Due 1o the hrief exclusivity period, sarly penetration
and acceptance of physicians will be important to gain and hold physician DAW prescriptions
and mamlan share after market entrance of multiple compeliters six months following the
lgunch.” (CX 187 FTC 137592, “Within six months of the Klor-Con M20) launch, there will be
at least three gencric compelitors in the market driving price crosion.” (118X 392 FTC 151426;
USX 610 USL 13993). In fact, Upsher expressed concern that as many as four other generic
producers would enter with other generic producis, inchuding ESI Lederle, Andrx, an unnamed
“other” generic producer and Schering’s generie Warrick division. (CX 190 FTC 138943, CX

190 FTC 138%48.)

Complaint Counsel’s Response 1o Finding No. 3.296:

This proposed finding is incomplele and misleading to the extent thal it implies
that the third-party entry model has any applicability to the Schering-Upsher settletnent
negatiations. Professor Willig did not provide an opinion that the mode] applied to the

Schering-Upsher settlements. CPF 1332, No document nor any testimony slated that
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Upsher’s concern about a third-party entrant prevented Upsher and Schering from seitlng
without a payment. CPF 1334, Nor did any docirment or any lestimony state that the
issue was ever discussed during the setllement discussions. The cited documents have no
relevance to the applicability of the third-party entry model to the Upsher settlement
hecauge none were created prior lo the seitlement. CX 186 is dated August 8, 2000, CX
187 is dated March 22, 2001, The cited page of USX 392 has no date but the data used in
the documeni incloded actual sales dala from 2000, USX 392 al Upsher-Smith FTC
151434, The cited page of USX 610 does not have e date, and a latcor page is date
Decewber 22, 1999, UUSX 610 al Upsher-Smith FTC 14009, For page 1348945 of CX
190, there is no date, but the page discussce AHP catry ag Scpiernber 1, 2004, Because
1hat date was agreed to afior the Upsher settlement, the page was created afler the

settlement. Page 138948 of CX 190 is dated September 1999,

3.297. Weli after the settlement, Upsher noted its continuing concern about entry: “Klor

Con® M10 does not have 180-day exclusivity. Additional discussions will take plage regarding

our ability to launch il another competitor (Andrx) receives approval of a 10mEq and launches 1t.

Management is reviewing this topic so that this risk may he assessed. Marketing views this as

high risk with high impact. Tf a competitor launched a generic to K-Durg 10 and Upshar:Smith

15 not gllowed to compete, the 20mEq market will collapse i units and price prior to our

launch.” (CX 1920 FTC 138947)

Complaint Connsel’s Responsc to Finding No. 3.297:

This proposed [inding 13 incomplete and mislcading to the extend that it implies
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thal the lhrd-party entry model has any applicabiiity to the Schering-Tlpsher settlement

negoliatons. See CPIRF 3,294,

3.298. As early as March 18995, Schering was awarc that Andrx pharmacenticals was
developing a 20 mEq polassium chloride formulation. (CX 13){4 Tr. 717-18 (Bresnahan)).
Complaint Counsel's Response to Finding No. 3.298:
This proposed finding is incormplele and misleading to the extent that it implies
1hat the third-party entry model has any applicahility to the Schering-Upsher setilement

ncgotiations. CPRF 3.296.

8 Where the parties have asymmetric information
3.299. When parties negotiatc, they bring to the Lable their understanding of the dispure.
{29 Tr. 7074 (O’ Shaughnessy)). These parties know their own positions well and have a fairly
good understanding of thejr adversary’s position. (29 Tr. 7074 (0" Shaughnessy)). In some

cases, the parties have some experience in negotiation. (29 Tr. 7074 (O’ Shanghnessy)).

Complaint Counsel’s Response o Finding No. 3.296:

Complaint counsel has no specific response.

3.300. The parties also carry with them their normal fears and worties inlo the
conference room. (29 Tr. 7074-75 (0" Shaughnessyy). One such [Gar is based on experiences of
“buyer’s remorse.” (29 Tr. 7075-76 (O’ Shaoghnessy)). The partics worry that the other side will

have information on a matter of consequence to the outcome that is supetior to theirs, and that
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when the fransaction 15 compleled, the other party will have bested them. (29 Tr, 7076
{O'Shanghnessy)y. People who lack inlormation on an issue of consequence usually “dig their
heels in,” negotisting very hard. (29 Tr. 7076 {0 Shaughncssy)).

Complainl Counsel’s Response to Finding No. 3.30(¢

Complaint counscl has no speeific response.

3.301. Professor Mnookin added that parties ofien “have different information, and as a
consequence, they may have differcnt assessmcnis™ of what the liligation opporlunities and nisks
are. (12 Tr. 2676 (Mnookin)).

Complaint Counsel’s Response to Finding No. 3.30[:

Complaint counsel has no specific response.

3.302, Professor Willig demonsirated that in cages where htigating parties have ditferent
information, net considcration could act ag a signal resulting in a settlement that docs not delay
entry past ihe likely date of entry under litigation. (SPX 2324, SPX 2329, 29 Ty, 7223-24
{Wiilig)). Signaling is the phenomenen where one party has superior information to the other
aboul an 1ssne of mutual concem. (29 Tr. 7213 (Willig)). The other parly understands that ihe
[irst has superior information, (29 Tr. 7213 (Willigh). Signaling refers to the use of some means
{articulation, money, rights, etc.) by the party with the superior information to the other party,
demonstrating that it has superior information. (29 Tr, 7214 (Willig)). When two parties cannot
come to 3 mutually beneficial arrangement becausc of asymmetric information, the party with

superior infonnation can use net consideTation to convey the missing information to the other
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party and tnake the deal work. {29 Tr. 7215 (Willig)).

5 Responsc 1o Findime Mo, 3,302

Complaint Counsel’

The finding is not supported by the cited evidence. Nothing on page 7215 statcs
thal net constderation can be used to convey the missing information. Prefessor Willig,
oni page 7213, states that “signaling is a device that the party with the betler information
can cmploy so as to convey the missing information and make the deal work ™ On page

7215, he does not idenlify net consideration as a signal.

3.303. Signaling may occur in a patent dispule where the incumbent has superior
information aboul the value of rights in dispute in the patent litigation. (29 Tr. 7217 (Willig)).
For example, the incumbenl may have better information about new technologics that it is
developing and which would be valuable for the incumbent but which would nndeming the
value of the rights 1o the product whose palent is in dispute. (29 Tr. 7217 (Willig)).
Alternatively, the incumbent may have supcrior information about the progress that other
possible genetic entrants are making toward entering the market 50 as to shorten the useful
economic life gf the patent for ihe 131 gaﬁng entrant. {29 Tr. 7218 (Willig)). And cven ifthe
mncunmbent does not have asymmeiric information, the litigating cnirenl may assume that the

incumbent hasit. (29 Tr, 7218 (Willig)).

No, 3.303:

Complaint counse] has no specific response.
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3.304. For example, if the entrant belicves the incumbent has superior information
regarding the economic life of the patent, the entrant muay hold oul for a relatively sooncr entry
date, because of 1is justified fear that the cconomic lile of the patent is short. {29 Tr. 72158-20
(Willig)}.

Complaint Counzel’s Response to Finding No. 3.304:

Complaint counscl has no specific response.

3.305. If the incumbent knows that, in [aci, the economic life of the patent is long, the
incumbent will wanl a laler entry date than the entrant does. (29 Tr. 7220 (Willig)). There will
be no scitlement. (29 T, 7220 (Willig)).

Complaint Counzels’ Response to Finding No, 3.305:

Complaint counsel has no specific response.

3.306. Hers, the offer of a scttlcment with sufficient net consideration takes on the 1ole
of the signal. (29 Tr. 7221 (Willig) (SPX 2335} (demonsirative). There are welfare-enhancing
seftlements th&;t are made possible by the conveyance of net consideration. (29 Tr, 7221
{Willig)). By making the offer ol an cniry date with a measwred amount of nel consideration, the
incumbent tells the skeptical litigating cntrant that the incumbent recognizes that the lile ol the
patent is long, (29 Tr. 7221 {Willig)}. A settlement is made possible by the passage of net
consideration, and would give consumers more compctition than they wonld receive on average
if the partics continued to htigate. {29 Tr. 7222 {Willigh)

Comnplaint Counsel’s Response to Finding No. 3.306:
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This proposed finding is not supporied by the evidence. Professor Willig's signaling
miolel only identifies sitnations in which there are settlemernts that the parties prefer to
Iitigation and that provide more competition than is expectad under litigation. CPF 1242-
44. Nothing in Professor Willigs signaling model explains why the sctiling parties
would choose a settlement with entry carlier than the mean probable date of entry under
litigation, which they prefer less, over a settlement with entry later than the mean
probablc daic of eniry, which they prefer more. CPF 1245. Professor Willig’s siymaling

model predicts anti-competitive selllements. CPI7 1248,

3.307. If net consideration were prohibited in this example, then the gap between the
pariies’ positions would prolbit the settlement. (29 Tr. 7222 (Willig}), Again, the risk-bcaring
costs that would follow from litigation would fall on the incumbeni, and consumers would be
held to Lhe mean probable date of entry under litigation, which iz later than some of the deals that
could have occurred if net consideration were allowed, (29 Tr. 7222 (Willig)). Here, the risk-
aversc incumbent is willing to move the date of seltlement to the early sidc as its way 1o pay for
the insurance to get out [rom under the endemic risk agsociated with litigation. (29 Tr. 7223
{(Willig)).

Comnplamt Counsel’s Response to Finding No. 3.307:

This finding is contrary to mozre reliable evidence, Although Professor Willig
testificd that banning net consideration would prevent a settlement under the signaling
model, he never explained why net consideration s the only possible way to signal

information. Prefessor Willig himself gave two cxamples in other contexts where
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signaling did not requurc net constderation. Tr. at 29:7215-16 (Willig) (signaling by
appcarances in a Job inlerview and signaling by providing mformation in selling a nged
car). Therefore, the evidence docs not support a finding that banning net consideration
would prevent seltlements under the conditions of the scitlernent model because Lthere is

no evidence that net considcralions is the only possiblc signal.

3.308. The foregoing is not a complete list af circumstances where net congideration can
result in welfare enftancing settlements. Economists have nol imdcertaken rescarch ainred at
identifying all of the underlying [actors that would lead net consideration to be a valuable tool for
obtaming socially benefieial settlements of patent disputes. (Willig 7232),

Complaint Counszel’s

This finding is irrelevant and misleading, Itis standard economics that paying a
potential competitor to delay entry harms consumer welfare. Dr. Bresnahan explained
how net consideration harms competition and concluded that the conditions were satisficd
in this case, CPF 1129-23, and both of Schering’s experts concode that such agreements
can harm competition. Tr. at 29:7283 (Willig), Tr, at 25:5930 (Addanki} (Addanki
agreed that net consideralion thal has to do with delaying the entry date could harm
competition). In commenting on the coniplaint in this case, Professor Gilbert wrote that
“Iblased on the allegation in the public record materials, these agrecments appear to be

anti-competiive arrangements to climinate competifion...” Tr. at 6:1137-38 essaasannassss
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model propesed by the respondents’ experts predicts anti-competiiive setllements. CPF
1248, There is ne evidence or opinien testimony that net consideraiion has been used o
facilitate a pro-competitive setilement. CPH 1413-27. Thete has been considerable
research which leads to the following conclusions. Theoretically, there is no reason to
helieve parties would ever enter a pro-compctitive settlement were they allowed 1o use
net consideraiton; empinically, there 13 no cvidence that they ever have; theory predicis
anti-cempetitive settlements if net consideration is given for delay; and the evidence
supports the conclusion that the parties o the seltlements at issue agreed to exchange net
consideration for delay and harm compctibon. CT'F 1227-1232. The l‘lindi:ng 15 fuather
irrelevant becanse hypothetical justifications not considered by the partics at the time of

the negotialions canmot justify the payments for the entry date.

3.209. There are therefore “plenty of circumstances™ where the opporlunty to use net

consideration creates the opportunity for a mutually advantageous settlement between the

incambeni and the generic that consumers will find preferable o the mean probable entry datc

under litigation. (29 Te. 7207 (Willig)). I'rom an economist’s vicwpoint, there would be hann in

presuming that nct consideration was anticompetitive. (29 Tr. 7236 (Willig)).

Complaint Counscl’s Responge to Finding No. 3.309:

The finding is contrary to more reliable evidence and irrelevant. No one has

identified the conditions under which the parties would actuaily enter a pro-competitive
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settlement using net considerationt.  Thers is ho evidence that net consideralion has becn
uscd to facilitate pro-compelitive settlements; therefore, Profcssor Willig has no basis to
attack a rule that presumes nel consideration is anli-compelitive.  presuming thal net
consideration was anti-competiive,

The finding 15 irrelevant because Protessor Presnahan did net presume et
consideration wag anti-competitive. CPRI 3.226.

The Anding is Turther irrelevant because none of the theorstical models have any

applications to the scttlements at 1ssue. CPF 1300.

3.310. That does not mean that net cnns.idéraﬁon could not undergird a settlcment that is
adverse to conswmers. Whal 1l means is that you cannot use net consideration as a shortout to
determine whether nel consideration results in an anticompetitive agreement. {29 Tr, 7233-34
(Willigh).

Complaint Counsel's Response to Finding No. 3.310:

The propesed finding is wrelevant to the degree il 1s criticizing the wse of “net

cnnside_ratim 28 a shorleut.” From an cconomic porspective, Professor Willig is
criticizing a standard that was not vsed iy Professor Bresnahan. CPRF 3.226. From a
legal standard, Professor Willig is not competent (o render an opition on what evidence is
necessary to conclude that an agreement is anti-competitive, Morcover, both the theories
and the empincal evidence in this case support the conclusion that net consideration
given in exchange for an entrant’s agreement not to enter for a period of time will harm

consunces, CPF 1227-1228; 1304; 1338-1340.
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3311, Inferring an agreement to delay from net consideration would be incorrect, and a
dangerous approach. (29 I'r. 7233-34 (Willig)). (5ee also wriling of Professor Gilbert Ythe fact
that the settlement involves a payment from the patentee to the challenger is not sufficient to
determine that the settlement is anti-competitive,” {6 Tr, 1135 (Bresnahan)); (SFX 8360).

Lomplant Counsel’s Response to Findmg No, 3.311:

The proposed finding 15 wrelevanl. CPREF 3.310

3.312. Thus, from an economic perspective net consideration in patent litigation should
not he viewed as 8 “rad flag” or a per se violation, even 1f a monopoly 1z mvolved. (29 Tr. 7298
(Willig). Nor is it facially anti-competitive eonduct, meaning conduct that it is diffieult to
comprehend as being motivated by anything other than anli-competilive objectives or having
anvthing othor than an anti-competitive clfects. (29 Tr, 7236 (Willig)

Complaint Counsel’s Response to Finding No, 3.312:

The proposed finding is irrelevant. CPRF 3.310. Moreover, Professor Willig is

not quahified to interpret legal terms hike “per se™ or “facially anti-competitive,”

3.313. A theorctical economic modeal simply cannot be used to determine whether entry
was delaved. (24 Tr. (Addanki} 5760-01, 5820). 1t is not clear that econoinic theory can reveal
whether a payment would necessanly lead to an outcome that is later than the outcome under
litigation. (24 Tr. 5761 (Addanki)). One cantiol infer from the mere fact of a payment that entry
was dalayed hevond the likely date that would bhave ocowrred under litigation, not, for that reason,

can you infer that 2 net paymenl is facially anti-compeiitive. (24 Tr, 5795 (Addanki)). Such an
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inference ignores many ways in which a settlement with a payment could rcsult in a generic entry
date that is earlier than the ontcome likcly under lligalion. (24 Tr. 5761 (Addanki))

Complaint Counscl’s Response to Findine No. 3.313:

‘The proposcd finding is irrelevant. CPRF 3,310, To the degree Dr. Addanki has
opined that an economiec theary must predict with absolute certainty a resull before it can
be used, that opinion is contradicted by tmore reliable evidence. CPF 1341 1222
The finding 15 contradicted by more reliable evidence. One can infer a pavment was
made for dclay when the parties bave the incentives to cnter an agreement m which
payment is given in consideration for delay, the evidence shows the parties acied on those
ncentives, and there is no other reason that justifies the payment. CPF 1186-1187
{parties had meentives to delay enfry), 1188-1200 (parties acted on their incentives 1o
reach an agreement lo delay entry}. Once it is shown that ihe payment was for delay, the
settlement harms competiion. CPY 1159-1160 (delaying eniry harms consumers); 1 166-

1172 (delaying nnecriain cniry harms consumers); 1217-22 (selilement delays enfry).

3.314. Both Complaint Comnsel’s economic cxpert, Professor Bresnahan, and its
negotiations expert, Professor Bazerman, conceds that negotialions may noi even proceed

according to a model of econormuc rationality. {6 Tr, 1141, 1142 {Bresnahan)).

Complaint Counsel’s Responsc to Finding No. 3.314:

The proposed finding is irrclevant. CPRF 3.220).

3.315. These settlements should be analyzed under the only reliable standard as a matter
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of policy — their impact on consumer welfare. (29 Tr. 7298-99 {Willig)). To dectermine whether
am aygreemen! wilh net consideration is anti-compefitive one must make a direct analysis of all the
evidence, in particular the underlying strength ol the palent litigation. Even if'it Is too difTicull o
fully evalunate the merits of the patent litigation, one carmot rely upen the Bresnghan rule. “Tt's
like saying I can't do the right analysis, so I'll embrace a wrong and dangerous analysis. That
wollld be absofutely nol Lhe nght way to go for policy.™ {29 Tr. 7234 (Willig)).

Complaint Counscl’s Response to Fin ding No. 3.315:

The proposed finding is contrary to more reliable evidence., Although ihe
respondent’s experts posit that one must asscss the patent probabilities and, bascd on that
asscssment, conmpare the settlement with the expected oulcome of litigation, ne economic
cxpert testilying on behalf of the reapondents sttempted to asscss the patent probabilities
ar compare the likely outcome of the litigation with the settlements. CPF 1303-04
{neither Professor Willig nor Dr. Addanki concluded that the settlemcnr provided for an
earlier entry date than the probable mean entry date under Htigation). There is no cvidence
thai one can reliably assess the objective probabilities of the patent case. CPF 1359,
mecssfnr Willig has never attemnpted the comparizon he suggesied, and he is not aware of
aityone else performing this companson. Tt at 29:7300-04 (Willig). Professor Willig
has never published research on asscssing the ohjective probability of the patent
litigation. Professor Willig is not awarc of any research on whether or not an expert in
the subject matler technology can arrive at an opinion about the odds of a particular side
prevailing in a patent case,  Tr. at 29:7304 (Willig). Prolessor Willig is not aware of

rescarch on whether the reliability of assessing the patent probability is affected by when,
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in the litigation process, the case settles. Tr. at 29:7305,

Professor Willig agreed that if a companison of the setiferucni date and the mean
date of entry under litigation 18 not determined, one should consider other evidence to
determine if the settement is anti-competitive. 'I'r. at 29:7307 (Willig).

The finding is incomplete becanse kn.nwing the patent probability would not allow
one to determine whether a settlement in anti-competitive. One would need to know
additional facls such as the expected growth or decline in the market place, the size of
monopoly and ducpoly profits, the size of the deadwceight logs under monopoly and
duopoly. These criteria cammot be measured reliably. CPF 1364-73.

The finding is imrelevant to the cxtent that it discusses a "Bresnahan Rule.”
Professor Willig misinterpreted Professor Bresnahan's analysis. Professor Willig
describes Professor Bresnahan has concluding that there {s delay solely from the fact of
net consideration. Professor Bresnahan concluded thal the payment was for delay based
on {1) the parties incentives, (2) evidence that the partics actcd on those incentives, and

(3) no allemative justification for the payment. CPRY 3226, see afso 3.221.

3.316. Thus, the rulc of reason is essential as a policy guide in this area of so-called
reverse payments. (26 Tr. 6360 (Kerr)). Issues relevant to evaluating the net effect of whether
the agreement is anli-competitive include determining whether the license agreement portion of
the agreement is pro or anfi-competitive, and whether the settlement of the litigation itsall is pro

or anti-competilive. (26 Tr. 6252 {Kerm)).

Complaint Counsel’s Response to Finding No. 3.316:
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The proposed finding 1s not a finding of fuct. The apphcation of the appropriate
lepal standard 15 a quesiion of law. Similarly, whal is entailed by the rule of reason is 2
legal conelusion, not a acinal fnding. Dr. Kene hag no expertize to comment on the

meanng of the legal methodology known as the “rule of reason.”

3.317. Complaint counsel’s export, Dr. Bazerman appcared 1o agree. Hschewing the
Bresnghan net-consideration test, he concluded that we do not know what the woirld wonld have
locked like without the settlement. To determime that, we would have to know who would have
witt the patenl case ot whether (there would have been another setilement wathoul a side dea).
(36 Tr. 8607-0% (Bazormarf).

Complaint Counsel’s Response to Finding No. 3.317:

Thiz proposed finding is misleading, incomplete, and contradicted by more
teliuble testimaony. ‘The finding is misleading because the testirmony does not address
Prafessor Bresnahan's analyss of the agreement. Mr. Nigids asked whether the existence
of the scitlement was the reason that thore 1s peneric competition today. Profossor
Bazerman responded,

“I view what sounds like a simpie question to be a complex question, because ii’s

my understandimy that there was a settlement that specified the entry dale. We

don’t know what would have happened absenl the agreement, so Ineed 10 know
what the world would have locked [ike withoul the settlement to appropriatcly
answar your question.”

Tr. at 36:8608 (Bazcrman).

In the context of answering Mr. Nields's question, a question that did not invalve

Professor Bresnahan's analysis, Prolessor Bazerinan testified that he would have 1o know
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what would have happened in the absence of the settlement. Tr. at 36:8608 (Bazerman),
Professor Bazerman's teslunony has nothing to do with what onc must know to detormine
whether the agreement 18 anti-competitive.

The preposed linding is incomplete. Professor Bazerman agreed that, based on
his expertise in negotiations and decision-making bias, none of those Tactors would

changg the couclusion that payment was for delay. Tr, at 30:8504 (Bazerman).

3.318. Professor Bresnahan has done nothing to cvalvate the likely outcome of the
liligation, and there is no way for him to answer lhe question of whethcr the setlisment
agreements at issue here resuited in entry datcs ihat were later than could have been expected
under Litigation. (24 Tr. 5796-97 { Addanki)).

Cemplaint Counsel’s Response to Finding No. 3.318:

The proposed finding is confrary to more rcliable evidence. Professor Rresnahan
concluded that the sclilements at issue were anti-competitive based on standard economic
principles, CPF 1129-1135. That analysis does not require one to assess the probabilities
in the patent litigation. CPF 1171-72, 1338-44. Bvaluating the probabilitics in the patent
litigation cannot be used in a reliable way to determine whelher an #grcemeut is anti-

competitive. CPF 1245-73.

3.319. If agrecments with nct consideration were banned, there would be a negative
impact on consumers by eliminating settlemaont agreements beneficial to consumers. (29 Tr.

7235 (Willig} Such agreements may be csscential 1o break logjams and reach socially beneficial
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agreements. (29 Tr. 7235 (Willig). A prohibition on such settlements would also result in
businesses bearing undue nsk and the costs of those risks, when such risks and costs could be
avolded through a pro-consumcr sctilement of the underlving patent dispute. (29 Tr. 7235
tWillig),

Complaint Counsel’s Response to Findin

This preposed finding is contrary to more reliuble evidence. There is no evidence that
settlements with net consideration have been used to reach pro-conipetitive patent settlements,
There is no evidence on the frequency of parties” being unable to settle based on the obstacles
identified by the defendants cxperts. CFF 1415-1420. Generally, a paymeni of cash is not an
effective tool to settle litigation. CPF 1421-24. Since most cases settle (CPF 1419) and reverse
payments of nct consideration are not seen in patent settlements generally (CPF 1415-14240),
there is no basis in the record for a conclusion that prehibiting reverse payments would stifle
socially beneficial scitlements. At most, there are only a simall number of cases that would be
affected by such a payment. CPF 1426. Banning net consideration would chill settlements wilh
parasitic mtegration (where the gains come from consumers) not settlements that crcate value.
CPF 1427, Schering’s own expert, however, leveled the same crilicism al Professor Willig's

requirament that ene consider the merits of the patent suit. Tr. at 29:7121 (O°Shaughnessy).

L PROOF OF ANTICOMPETITIVE EFFECT
1. Bresnahan Simply Infers Anticompetitive Effects from Incentives
3.320. Professor Bresnahan testified that a sctilemenl is pro-competitive if the

“percentage probabilily that the brand name would have wor the patent” case is larger than the
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“percentage of the remaining palent life during which the genenic agreed to stay off the market.”
6 Tr. 1211-12 {Bresnahan}). But, he has not undortaken on analysis of what the outcome of the
litigations was hikely to have been. (6 Tr. 1213 (Bresnahan}). He made no companson of the
entry date under lhe setllements with the probable entry dates had the litgatmg contmued.
Instead, he concluded the payment was lor delay from a simple examination of Lhe parties’
mceniives. (6 Tr. 1105 (Bresnahand).

Complaint Counsel’s Response 1o Finding No. 3.320:

The proposed finding is imeomplele and misleading. Professor Bresnahan bascd
s opinien thai the paymenls werc Tor delay on more than the parlies incentives; be relied
on muoltiple {actors. See CPRE 3.221. As Profossar Bresnahan cxplaied: “The — I mean,
that’s not all that’s here. The — herc, there is not only the incentives but a contract in
which there i3 a payment to the entrant.” He did not assume “that everyaone will break the
law every time they have an economic incentive to do so.” Tr. at 6:1 106 (Bresnahar).
Rather, he was doing what economist regularly de: rely on economic inceptives when
analyzmg the mmpact of parties’ actions. CPE 1186.

In addition, the cxcerpt from Tr. at 6:1211-1212 (Bresnahan) is incomplete and
misleading. Lven if one knew the patent probability, one would need to know multinle
additonal facts to detexmine the amount of compehtion allowed under a settlement that
gplit the patent life. Discounting, additional entty, and changes in the market over time
alfect the caleulation of how much competilion is aclually allowed under 2 selilement that
allowed cntry before the patent expires. See CPF 1367-1370. One could not just

cormparc the percentlage probability that the brand name would have won the patent suil
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with the percentage of the remaining partent during which the generic agreed 1o stay off
the market, as is suggested in the finding. The question ciled explicilly assumed that
adjustments were being made “to reflect the time valve of money, any anlicipated
expansion or deterioration in the markel for the brand name’s drug over time, and any
delay in entry for the generic that would have occurred cven if it won the paient case ™ Tr.
at 6:1212 (Bresnalumn).

The propozed finding is also incomplete and misleading to the cxtent that it
implies that one must assess the probabilities in the patent litigation to determine whether
a settlement wilh a paymenl 1s anlicompetilive. Prolessor Bresnaban apphied a three-parl
test to the agreemeni to determine whether they delayed competition and harmed
consumers, CPF 1129, The criteria the Professar Bresnahan applied are the standard
criteria used by economists to determine whether an act is anticompetitive. Tr. at 3:418-~
419 (Bresnahan). One does oot need to know the probalility that the entrant would have
won the patent suit to make this determmation. CPEF 1129 {.identif:.ring the critenia) and

CPF 1171-1172, 1338-1344.

3.321. Dut Professor Bresnahan conceded that evidence that a person had an economre

incentive to violate the law does not lead to the conclusion thal they did se. (6 Tr. 1105

{Bresnahan)) In facl, most of the time people will not violate the law despite their incentive to do

s. (fil). This principle applies both W lawyers and businessmen for large companics. (18 Tr.

4077 (Brosnahan)}. Professor Bresnahan also will not vielate the law, oven whore there iz a

financial incentive to do sa: he would not scll his own testimony to the highcest bidder (6 1.
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1107 (Bresnahan)).

Complaint Counsel’s Response to Finding No. 3.321;

The proposed finding is irrclevant and misleading. The [mding docs not
contradict or undermine Professor Bresnahan's conclusions thal ihe agreements were
anticompetitive because Profossor Bresnahan relied on more than the parties’ incentives
to fonn hig opinion. CPRF 3.320. Specifically, Schering and Upsher discussed the threat
that Upsher’s entry posed Lo Schering, assessed how much Upsher counld eam, and agreed
to a payment reughly equal to profits Upsher would have made had 1t won the patent law
suit, ‘These are the actions parties would take if they were acting on their incentives, CPF
118%-1200. Schering and AHP tied the money to how seen AHP would be a potential
eniranl, which is consistent with their acting on their incentives to delay entry. CPF
1209-1216,

How people may act in general is irrelevant to whether the parties here acted on
their incentives (o delay cniry and harm competition.

Pagc 1105 of the record does not support the scecond sentence; however,
cnﬁplaint counsel assumes this is a typographical crror and refers to page 1106, Page
4077 of the record does not support the third sentence; however, complaint counsei
assumes Lhis is a lyporzaphical errer and the cite should be to page 1107.

k)
1.322. Trofessor Willig testified that incumbents will nol always give generics money in

settlament that will push the date beyond the entry date under litigation, becanse wise meumbcnts
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uniderstand the antitrust risks. These risks will lgad them to behave cautiously toward such
sclillements, (29 Tr. 7197 (Willig)). Antitrust economics looks at business or profit incentives to
undertake unlawtiol conduct and balances that against the busmess decision-makers awareness of
antitrust constraints. This can translate inte procompetitive onfcomes. Thers is no basts in
ceonotnics for assuming that the incumbents will act in an anlicompetitive manner. {29 Tr,
7197-92; 24 Tr. 6170 {Willig; Addanki). Professor Bresnahan testified that a setilement
agreement is pro-competitive il the “percentage probabiity that the brand namce wouid have won
the patent case” is larger than the “percentage of the remaiming patent life during which the
generic agreed [under the setilement] to stay off the market.” {6 Tr. 1211-12 (Bresnahan))

Complaint Counsel’s Responsge to Findinge Mo. 3.322:

The proposed [inding is contrary o more reliable evidence. The respondents own
economic jusiificalions show that there are always anticompetitive settlements that the
parlics prefer over any procompetitive settlement. CPIF 1228, “None of the respondents’
economists modeled any conditions under which a party would choose a procompetilive
settlement it prefers less to an anticompelitive settlement 1t prefers more. CPF 1243,
Incentives to obey the law can not apply to the varied assessment model or the misplaced
oplimism model. CPF 1254-1255,

Regardless of the proffered justification, the parties, under the standards proposed
by the respondents, will nol be able Lo distinguish a procompeiiiive seltlemenl from an
anticompetitive settlement. CUF 1256-1257. Under those circumslances, sclf-serving
bias will lead the pathes to reach anlicompelitive setiletnenis that they preter more to

procompetitive settlements that they prefer less. CPF 1258-1263.
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The proposcd finding is irrelevant heeause it only disensses incentives to obey the
law bt not the incentive identified by Frofessor Bresnahan, which is [he incentive to
Increass joint prodits by delaymg the weneric’s entry,

Page 7197 of the record does support the sccond sentence of the fnding.

Complaint counsel assamcs this is a iypographical erTor, and it refers to page 7191.

3.323. The existence of economic incentives does not necessarily lead to anticompetilive
conduct. (26 Tr. 6363 {Kerr)). Upsher had procompetitive incenlives, meluding the inceniive to
obey the law, to get a proper retum on ils intellectual property, to crter the market in an effective
way wilth Klor Con M10 and M20, and to gel the htiration out of the way and move forward with
running its business effectively. {26 Tr. 6364 (Kerr)).

Mo, 3.323-

Complaint Counsel*s Response to Findin

This proposed finding is incomplete. To the degree Dr. Kerr relies on incentives,
his analysis has the same falings as respondents” other cxperts. See CPRE 3.322. The
finding is misgleading to the degree il implies that any of those incenlives would
muulcr_buianw ihe incentive to delay. Dr. Kerr testified only that Upsher had these

meeitives; he did not testify that these incentives would nullify incantives to delay.

2. No Proof of Likelihood of Earlier Entry by Upsher-Smith
a. Upsher-Smith’s chances of winning
3.324. Professor Bresnahan did not review the patent Tor K-Dur 20 to wiite his report or

to preparc for his deposition, and he has no cxpertise m the strongth or weakness of patent
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claims. (4 Tr. 669 (Brasnahan)). in facl, he has not even reached an opinion as to whether the
*743 patent is a valid patent, or as to whether Upsher actually infringed that patent. (4 Tr. 670
{Bresnahan}}. The only evaluation he performed as to the strengrth of Schering’s pateni
infringement claims were cerlam inferences he drew trom the parties’ economic behavior. (4 Tr.,
671 (Bresnahan)). He cannot say, based on the facts as they were knowst in June 1997, whoether
there was more than a 50 percent chance that Upsher would enter beloec 2006. (4 Tr. 671-72
{Bresnahan}). Nor dogs Professor Bresnahan know who would have won the paient sut. {4 Tr,

671-72 (Bresnaham)).

Complainl Counsel’s Response 10 Hi

The proposcd finding 15 rrrelevant and incomplete. Professor Bresnshan also
explained in considerable detail why the likely competitive effoets of the agreements can
be assessed withont determining the likely owtcome of the patent litigation. The full
discussion of this point is found at CPF 1338-1344. To summarize briefly here: The
econotnic analysis of whether an act harmed potential competition does not require
knowledge of whether the uncertain competition would actually have occurred absent the
anticompeﬁﬁve act, and it docs not depend on the reason for the uncertainty, If an
incuinbent and an entrant agres that the entrant will not market its product uniil a date in
the Riture it exchange for compensation, it means that the parties believe that the
agreement provides less competition than would happen in the absence of the agreement.
Such an agrecment is anlicompelilive even if provides a cortain entry date in the fuiure,
because that date provides less competition than what the parties {who had the best

information availablc at the time concernmg the amount of competitien if the patent
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liigation conlinued) expected 1o voour in. Lhe: absence of the agreement. Moreover, as
explained m CPF 1345-1363, the Likely ouleome of the either the ScheringUpsher or

Schermp/AHP pateni litigation cannot reliably be predicted.

3.325. Prolussor Bresnahan testilied thal, be has not concluded that entry by Upsher-
Smith “would definitcly have ocourred as of 1997 {4 Tr. 51213 (Brosnahan)). Professor
Brespahan testified only that “uncertain entry is valuable to consumers.” (4 Tr. 513

{Bresnahan)}.

Complaint Counscl’s Respense to Finding No. 3.325:

The proposcd finding is #irclevant and incomplete. Professor Bresnahan also
testified that he interpreted the fact that Upsher and Schering were preparing for launch of
a generic K-Dur 24 to mean they expected that there was a chance that entry would oceur
i the near term. Tr. at 3:512 (Bresnahan). Professor Bresnahan also testified that a
contract that bars or delays uncertain eompetitive entry is anticompetitive, ad ‘;.why an
incumbent firm and an citrant have incentives delay uncertain as well as cerlain
competition. Tr. at 2:513-514 (Bresnahan); CPF 1141-1172. When analyzing whether an
agreement harms competition, economists do not have to determine with certainty that

entry would have cecurred or that competition would have been successful. CPF 1341,

3.326. The evidence lrom the wnderlying patent hiligation suggests that Upsher-Smith’s

chanec of winning werc less than 50 percent. Upsher-Srnith’s Phillip Dritsas lestified that he
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belicved Upsher had less than a 50 percent chiance of prevailing in the patent liligation with
Schering, {Dritsus 4897) (See alse Patent linding at 3.642-3.643, 3.657-3.69, 3.671-3.672,
3.680, 3 683,

Complaint Counsel’s Response o Finding No, 3.326:

The proposed inding is misleading and is contradicted by more reliable evidence.
In faet, Mr. Dritsas testified thal he had a “general understanding™ thatl Upsher “didn’t
have better than a 30% chance of winning™ Tr. at 20:4897 (Dritsas). Mr. Dritsas is
[Ipsher’s vice president of sales and marketing, and hc not a pateat lawyer. Tr. at
20:4612-4613. He gave no basis whatsoever for this staterment. Indced, both Schering
and Upsher steadfastly relused to provide any mformation on their contcmperancous
assessments of the likely outeome of the patent liigations, citing attorney clicnt and
work-product privilege. See Complaint Counsel’s Motion and Wemorandum in Suppart
of Ilotion to Precluds Certain Testimony ol Respondents’ Lawyer Witnesses (Feb, 3,
2002). Moreover, the evidence in the record shows that Tpsher vigorously contested
whether ite product infringed and whether Schering’s patent was valid and enforceable, I
preparﬁ_ad a comprehensive delense, vblained expert wilnesses who were prepared to

testlﬁf Dn its baha]f} md ﬁl.ﬂ{l a mﬂﬁﬂn fDr Summﬂr}fjudmmt‘ LA AL LR L LLL IR IR LR LY LR} 1)
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b. Timing of Upsher-Smith entry assuming it would have won
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(1}  Eatry doring litigation

3.327. Generic firms in the pharmaecutical industry typically do not enter the market
when patent infringement liligation is pending. (26 Tr. 6259 (Ker)). The FDA cannot gramt
approval under the Hateh-Waxman Act il patent inltingement 1s afleged, so the generic cannot
enter the market umtil: (1) the patent expircs; (2) the patent is judicially determined to be invalid
or noninfringed; or (3) 30 months has elapsed since litigation was initiated and the litigation has
not concluded. (10 Tr. 2218 (LF. Hoffman)). At the end of the 30-month stay of FXA approval
pent!ing Hatch-Waxman liligation, the FDA would not necessarily give final approval to the AB-
rated generic, becavse of regulatory problems with the produeet. (27 Tr. 6735 {Ker)). Further,
the branded company can apply to the court to lengthen the 30-month stay in place during the
pendency of the litigation. (27 Tr. 6735 {Kem)).

Complainl C'ounsel’s Overall Responsze to Findings Nos. 3.327-3.332:

The proposed finding ate incomplete and are contradicted by marc reliable
evidence. All but one of these findings relates to the actions of companies other than
Upsher. They are contradicted by the evidence, found in Upsher’s contemporaneous

business documents in this case, that Upsher not only took concrete steps te prepare for

launch ofits genenc product during 1997 (CPF 125-138), sreraresssan naraars

AR ARA AR AR AR AR AR AR A AR Rt AR RN AN F AR RN RS PR A RS F AR AT FEEE R EV A R RN RN AT
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The proposed findings are also brelevant. The issue is whether Upsher or AHP
were threats to Schering’s monopoly. CPF 1131. Both Upsher and AHP were a threat to

Schering's monopaly. CPF 1175, CPF §§ V, VIII. For cxample, Schermg prior to the
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Upsher setllement had withdraws iis ficld for EK-Dur 20, Just two months aiter the
scttlement, however, Schering “[rle-[1]aunch[cd | K-DUR 20 with field force.” CX 20w
SP 004033, Schering wrote that il was relannching the feld foree for K-Dur 20 becausc
of “a new lcase of lile™ for K-Dhr 20, CX 20 at SP 004040, And, in the samc document,
written just alter the Upsher settlement, Schering wrote that “the opportunity to grow
sales to $300 million and heyond has heen renewed.” CX 20 at 8P 004042,

Complaint Counsel’s Specific Response to Finding No. 3.327:

The proposed [inding is incomplete. There 15 no evidence that Schering
appiicd to the district court to lengthen the 30-month stay, as it might have donc;
instead, it reached a settlement with Upsher. Upsher’s product received final
FDA approval on November 20, 1998, well before the September 1, 2001 entry

date established m the Schering/Upsher Agreement. (CPF 165.

3.328. Even il a gonenc has reecived approval, and i1 conld cnter the market during (he
appeal of a pending patent litigation, it is very unlikely a genenic would enter the market if it
perceived it hald a risk of losing an appeal. (26 I'r. 6260 (Kerry). Ifit did enter, 2 geperic firm
would face an “intolerable™ risk of being found later 1o infringe and facing damages likely 10 be
far in excess of what they would stand to cam entering the market. (26 Tr. 6260-61 (Kerr)).

Complaint Counsel’s Response to Finding No. 3.328:

The proposed finding iz incomplete. Dr. Kcrr testificd that the risk faced by a
generic firm would be intolerable “in most instances.” Tr. at 26:6260 (Kerr), and he was

not referming specifically to the sitwation Upsher faced in ealy 1997, In fact, he testilisd
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that he did not do any specific analysis of the probabilily that Upsher would prevail in the
Schering/LUpsher litigation. Tr. at 26:6264-65 (Kerr); CPF 1387, See CPRI' 3.327-3 332

{nverall).

3.329, This was confirmed by complaint counsel’s witness, Mr. Rosenthal. Andrx
currently is not marketing its potentially most luerative produet, a generic of AstraZeneca’s
Prilosec, despite the expiration of this 30-month stay. (8 Tr. 1570-77 (Rosenthal)). Andrx is still
in litigation with AstraZenscz over Andrx’s alleged patent infangement and thereforc marketing
the drug is “too risky at this stage.” (§ 1T 1580-81 (Rosenthal)). Andrx chooses to stay off the
market. (8 Tr. 1585 (Rosenthal)). Indeed, if Andrx were to epter the market and Lhen lose the
palent mringement case, it could be subjected o substantial treble damages. (8 Tr. 1581
{Roscnthal}).

Complaint Counsel's Responge to Finding No. 3.329:

See CPRF 3.327-3.332 (overall).

3.330. Mr. Rosenthal is aware of numerous situations in which companies have notl gone
to market with their generic allernative cven though they have FD:A approval, simply because the
risk during pending hiigation is too high. (8 Tr. 1383 (Rosenthal)).

Complaint Counscl’s Response to Finding Ne. 3.330:

See CPRF 3.327-3.332 (overall).

3.331. Mr. Kralovec believed that it would be “financial snicide’ to launch Klor-Con
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20 before the resolution of the Schering-Tipsher patent litigation. (21 Tr. 5038 (Kmalevec)). It
was Mr. Kralover's understanding that if Upsher ended up losing the litigalion, it may have to
pey significant damages related to markeiing its infrimging product. (21 Tr. 5038 (Kralovec)).

Complaint Counscl’s Responge to Finding No. 3.331:

The proposed finding is incomplete. Tpsher’s contemporanecus documents show
that Upsher considered various launch scenarios for 1997, some ol which assume launch
after the inal and others after the trial and appeal. In these scenarios, January 1, 1998 was
considered the latest possibility. CPF 125-128, Mr. Kralovee himself testifiad that in
May 1997, Upsher was considering launching Klor Con M20 in latc 1997 or early 1998,

Tr. at 21:5086 {Kralovee); CPF 129,

3.332. Upsher anticipated that Klor Con M would be approvable as of the end of 1994,
and when that occurs, the pendency of the lawsuit would preecnt Upsher-Smith from inroducing
Klor Con M to the marketplace {(CX 1731) eeversreraneresssasrenss Thi siafement 1s consistert
with Upsher’s attitude that it was not realistic to come to market while the lawsuit was pending.
{28 Tr. 6902 (_F_{urr}}.

Complaint Counsel’s Response to Finding No., 3.332:

The proposed hinding is contradicted by more reliable evidence m the record, s«
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3.333. Dr. Kerr's consulting group maintains a databasc on patent infringement suits
from between 1990-2001 that collects information from district court and Federal Circult patent
decisions about how the court applied cconomic principles with respect to damages, product
definitions, and reasonabie royalties. (26 Tr. 6243-44 (Kerr)). Inhis anaiysis, Dr. Kerr alzo used
8 dalabase maintained by the Adminisoalive Office of the ULS. Couris Lhat contains information
on all civil cascs filed in the TS, (27 Tr. 6702 (Kcrr)), Dr. Karr separated out the patenl cases
fom the other civil cases, and he belicves there are around 10,000 patent cages in the database.

(27 Tr. 6703 (Kerr)).

Complaint Counnsel’s Response to Finding Nes. 3.333- 3.337:

| The proposed findings are irrelevanl and are not supported by the evidence. As
was demonstrated in CPF 1378-1404, Dr. Kerr’s model of litigaiion entcome 18 based on
assumptions that are not applicable to the Schering/Upsher patent ltipation, and as a
result, it cannot accuratcly predict the expected date at which the patent litigatzon would
have concluded. Tn fact, it was not mtended to predict the date when the patent litigation
would be over, bt only to iiflrslrate when the litigation would be expectad lo be
completcd, on average. CPF 1382, The model is not bascd on the particular Gets an
circumstances of the Schering/Upsher litigation; Dr. Korr did not make any cifort to
asscss the probability that Upsher would prevail in the patent litigation. CPF 1387,
MMoreover, the model does not predict that Epsher could not have entered the market

carlier than September 1, 2001, Dr. Kerr simply assumed that Upsher would not enter
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until the conclusion of the patent litigation, but he was not aware of the representations
that Upsher made to the judge 11 the patent case regarding s readiness to enter the
markel, and his model does not take to account the actions that Upsher was taking to
enter the market before the swit was settled. CPF 1398-1404,
The ntodel 15 [ragile and mcomect. It is fragile because it does not make any

. attempt to assess the relative value of the early years as opposed o the luler years in the
patent. If Dr. Kerr had accounted lor the ehange in value of the patent over dme, it would
change his answer. The model is also flawed because Dr. Kerr assigns zero probabilily lo
Upsher enlenng willun 19 months of the settlement even thongh that contradicts the

vicws of the managers at Upsher. CI'F 1404,

3.334. In the patent cases Dr. Kerr analyzed, an average of nineteen monthe elapzges from
the dale of 2 final judgiment in the district court to a final decision on uppeal. (26 Tr. 6265
{Kerr)),

Complaint Counsel’s Response to Finding No. 3.334:

In addition to the gencral criticism, see CPRF 3.333- 3,337 (ovcrall), Dr. Kerr's
dala set has only cases with damage claims. CPF 1385, Because the Schering/Upsher
litigation had no damage claims, this statistic is unreliable and dees not accurstely predict
the outcome of the timing of the Schering/Upsher litigation. Therefore, Dr. Kert's

opinion on the timing of the vulcome of Schering/Upsher litigation is unreliable.

3.335, Thirty-six pcrecnt of cases are remanded by the Federal Circuzl to he dismict
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court for further action. {/e).

Complaint Counsel’s Response to Finding Na. 3.335:

Thiz statistic iz unreliable anid does not accurately predict the outcome of the
timing of the Upsher-Schering litigation is unrehable. CPRF 3.334; see ufso CPRT

3.333- 3.337 (overall).

3.336. Based on this analysis, Dr. Kerr’s conclusion is that the settlement date of
September 2001 accelerated Upsher's entry date by 17 months, (26 Tr. 6274 (Kearry; (USX
1596). This analysis does not accounl for regulatory approval or manufactuning ramp-up. (26
Tr. 6275 (Kerr)),

Conplaint Counscl’'s Besponse to Finding No. 3.336:

The proposcd finding is misleading. Dr. Kart’s {estimony was that the scitlement
accelerated Upsher’s “potential® entry date, as compared to the time, on average, when

the litigation could he expected to be finished. He did not predict an actual entry date for

Upsher. Tr. at 26:6274-6275 (Ker).

3.337. As aresult, the settlement provides more competition thap contimed litigation
would have. (26 Tr. 6273 (Kem)).

Complait Counsel’s Response fo Finding No, 3.337:

The proposed findmyg 15 musleadmg. Dr. Kerr compared the entry date under the

selllement agreement {o the predicted date of eonclusion of the litigation based on the
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average ouicome of patent cascs. He did not predict when the Schering/Upsher litigation

actually would have been finished, Tr. at 26:6274-6275 (Ko,

3.338. Professor Bresnahan has not modcled how long litigation would have lasted,
mcluding appeals. (5 Tr. 904 {Bresnahan)). Ile has looked at internal company estimates, but is
awarc that these esttmates could be wrong, {5 Tr. 904-05 {Bresnahan)). Nor did Professor
Bresnahan perform any analysis of how iong Upsher might have been able to sustain its defensc
af the patent mfrmgement suit in this case. (4 Tr. 665 (Bresnahan)).

Complaint Comsel’s Response to Finding No. 3.338:

The proposed finding is incomplete. As was stated in greater detail in CPRE

3.324, Prolessor Bresnahan explained why the likely compctitive eflects of the

agreemients can be assessed withoul determining the likely outcome of the patent

Litigation. CPF 1338-1344. In addition, the last sentence of the finding is misleading

because it ignores the dircet evidence in the record that Upsher was financially able io

suatain ils defense of the patent infringement suit. CPF 1318-1326 (ssevsvvasrsasassnnarans

-a-n-).

3.339. Complaint counsel’s patent ltigation experl, Professor Adelman, testified that
proceedings in the district court conld have taken as long as [ive years. (32 Tr. 7773-74
{Adclman)). And he also testified that the Federal Circuit could have (aken an additional three
years to decide the case. {fd}. Mr. Adelman has testificd as a law expert in patent cases over

150 times. (32 Tr. 7703 {Adelman}).
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Mo, 3.339:

This finding is misleading and not supported by the evidence. Mr. Adelinan did
not teslfy on how long the Schering/Lipsher litigation was likely to take at the district
collrt or at the court of appeals. He said only that districl courts could take five years, and
he was nol asked aboul the length of time from trial to a decision. As to the court of
appcals, he said only that he was aware of cases in the Federal Circuit taking three years.

The prosed finding is incotnplete. The projections made by Upsher empleyees

during 1997 projected a much earlier conclusion of the litigation. CPF 125-129,

(2)  Emtry after litigation
3.340. It wok the Upsher approxitnalely 2.5 years to prepare tor the launeh, which was
by fur lhe biggest launch that Upsher has ever had. (21 Tr. 5116 (Gould); 23 Tr. 5483-8%8
(Troup); 21 Tr. 3042-49 (Kralovec); 21 Tr. 5124-61 (Gould); 20 Tr. 0369-70 (Kerr)). The launch
took 20 long because of the very large volums of tablets, around 100 million, needed to be ready

for the lavnchk. 21 Tr. 5116 (Gould).

C-:umnla_iint Counscl’s Response o Findings Nos. 3.340-3.342:

The proposed findings arc not relevant to whether or when Upsher could have
launched ils generic version of K-Dur 20 absent the Schering/Upsher Agreement in June
1997, and they are contradicted by maore reliable evidence. Before the Schering/Upsher
Agreement, Upsher was preparing to enter the market in the near fulure. All during the

time period, late-1996 through May 1997, Upsher took the following actions preparing
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ssansaremsananass: () projocted dates Fnr.entrj' between August 1997 and January 1998
(CPF 125-28); {3) engaged in marketing-related preparations, including analyzing the
market and prejecting launch quantitics (CPF 130-131); and {4) scheduled validation
batches at TPC for June 1997 and reserved time at TPC for production in Augnst of launch
scale quantities of Klor Con M20 {CPF 132, 136-139).

The proposcd findings are irrelevant. The issue is whether Upsher or ABP were
threats to Schering’s monopoly. CPF 1131. Both Upsher and AHP were a threat 1o
Schenng’s Monopoly. CPF 1175, CPF §§ V, VIIL. For example, Schering prior to the
Upsher settlement had withdrawn its field force for K-Dur 20. Jusl two months after the
settlement, however, Schenng “fr]e-{{Jaunch[ed] K-DUR 20 with field force.™ X 20) at
SP 004033, Schering wrote Lhat 1t was relaunching the field force for K-Dur 20 becaunse
of “a new lzase of Life™ for K-Dur 20. CX 20 at SP 04040, And, in the same document
wrillen just after the Upsher seftlement, Schering wrole that “the oppornity to grow

sales to 5300 million and beyond has been renewed.” CX 20 at SP ({4042,

Complaint Coungel’s Response to Finding No. 3.340:

The proposed finding is not relevant to whether or when Upsher couid have
launched its generic version of K-Dur 2 absent the Schering/Upsher Agreement in June
1997, and it is contradicted by morc reliable evidence. Changed circumstances in 1999

compared (o those in 1997 make fhe events lcading up to the 2001 launch of Klor Con
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W20 irrclevant (o the possibility that Upsher could have launched that product in 1997,
The K-Dur 20 market grew between 1997 and 1999, CPF 157, Upsher also looked at
various lanch scenanos and changed its launch stralegy. CPY 158-159. As a result of
these two factors, by May 1999, Upsh-er decided 1t would need %0-100 million Klor Con
M20 tablels to launch in Seplember 2001, as compared io the 28.2 million it projected
were necded inl1997. CPF 136, 164, This requiremeni for more tablets than was nceded
m 1997 caused Upsher to have to increase the capacity of its manufacturing capabilitics

and those of its comtract manufacturer, IPC. CFF 161.

3.341. Upsher wanted plenty of time to preparc for the launch. (21 Tr. 5118 (Gould)).
Havinyg u certain date of entry under the Setilement agreemcnt allowed TJpsher-Smith to prepare
for 1is eventugl launch, (21 Tr. 5116 (Gould)).

Complamt Counsel’s Response to Finding No. 3.341:

The proposed finding is not relevani to whether or when Upsher could have
launched its generic version of K-Dur 20 absent the Schering/Upsher Agrcement i June
1997, a:ud it is contradicted by more reliable evidence. After the Schering/Upsher
Apreement, Upsher prepared to launch in Septergber 2001, Between 1997 and 1999 it
did little or tio work on preparing to launch Kfor Con M20, CPF 150-151. It began
preparing in May 1999 and purposefully allowed itself aver two years to launch, simply

using its then available time. CPF 152-134.

3.342. The timc to prepare ils generic for jaunch made Upsher-Smith & more effective
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competitor, I September 2001, Upsher actually delivered 528 million worth of Klor Con M 20

{18 Tr. 4872 {Dritsas)). Today the salcs arc over $60 million. (18 Tr. 4872 {Dritsas)).

lzint Commsel’s Response to Findine No. 3.342:

The proposed finding is not relevant to whether or when Upsher could have
launched its generic version of K-Dur 20 absent the ScheringUpsher Agreement in June
1997, and it is contradicied by more reliable evidence. Upsher was preparing to enter the
market at the time of the Schering/Upsher Agreement, and it and 1PC had the ability (o
manufacture and launch Kler Con M2%. CPF 119-162. To produce and have ready lor
launch the 28.2 milhon tablets Upsher projected, in April 1997, thal it would need to go

to markct, wounld have taken emly between sixteen and twenty-two wesks. CFF 145-147.

3. No Proof of Likelihood of Earlicr Entry by ESI
3.343. In July 2001, American Home Products announced its intention to exit the oral

gcnerics business.  (Stipulation Dated Jan. 16, 2002; CX 1548 at 45:21-25 (Dey Depo.)).

Complaint Counsel's Response to Finding No. 3.342:

The proposcd finding is nol relevant to whether or when AHP could have
launched its generic version of K-Dur absent the Schenng/AHP agreement. AHP had
developed a generic product (CPF 814-813), there was a possibility that AHP would win
the infringement lawsuit {CPl? 821-840), and therc was sufficient possibility that AHP
could have enlered the market with jts generic product to provide ‘-Sch ering with an

incentive o pay AHP nol 1o compete. CPF 74-82 (Schering anticipated early peneric
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entry by AHP, among others); it was a poleniial gencric entrant and 2 threat to Schering’s
manopoly power (CPF 845); CPF 901-931 (unccrlainty about 180-day exclusivity); CPF

1209-1216 (Schering paid AHP to delay its entry).

4, Potential Anticompetitive Effects From Generic Entry
3.344. Under certain circumstances, the entry of a generic product can diminish certain
dimensions ol competition. (Addanki 5950-32; 610Y). One therefor: nceds to balance any
enhancement in competitien in certain dimensions ol competition with diminutions in
competiticn in ether dimensions when evaluating the effect of genenic entry. (Addanki 5815-21).
One must determine how an increase in one dimension of competition nels out with the decrease
in another dimension of competition. (24 Tr. 3759-60 { Addanki 5819-217).

M.

Complainl Counscl’s Response (o Findin

The finding is contrary to more rcliable evidence. Econemists believe that
competifion is generally goed for consumers. Tr. al 34:8062 (Bresnahan); see afso Tr. o
3:424-25 (Bresnahan) (using demonstrative CX 1568 (pie char) 1o illustrate how
consurncts benefit from competition). Any assertions that entry by a compedilor inlo a
market may harm consumers is viewed haghly skeptically by economists. Such assertions
would require significant evidence before being accepied. ‘It at 34:8062 (Bresnahan).

Dr. Addanki, however, provided ne cvidencc that the entry of generic K-Dur has
harmed consumers. Tr. at 34:8062 (Bresnahan). He provided no examples where gencic
ettty has harmed consumers. Tr, at 34:8062-63 (Bresnahan). He cited no athicles that

showed generie enlry harmed consumers. Dr, Addanki relies only on a single article,
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which is one ol'the frst articles n the economic literature on this subject, and it only
raised the question of whether entry could harm consomiers. Tr. at 34:8063 (Bresnahan).

This question has since been settled by subsequent aticles, and economists have
concluded that generic pharmaceutical enfry bencfits consumers, Tr, at 34.8059-60
{Bresnahan). Dr. Addanki’s position contradicts the posgition taken by economists
gencrally.

Dr. Addanki’s position also contradicts the economic principles on which the
Bureau of Labor Stauistics (BLS) relies in measuring the Pharmaceutical Price index.
Previously, the BLS trcated generic entry as a new good, so the entry did not causc a
decline in the Fharmaceutical Price Index. Around 1994, the BLS began recording the
new generic products as a “guakily-adjusted price fall.™ Tr, at 34:8060 (Bresnahan).
aimilarly, in measurmg the Consumer Price Index, the BLS treals genetic entryy as a
“quality-adjusted price fail.” Tr. at 34:8059 (Bresnahan). The BLS mcasures its price
idexcs Hke the Consumer Price Index [rom a consumer welfare perspective, Tr. at
24:8060 {Bresnahan). The BLS's treatment of generic entry as a quality-adjusted price
decrease ig inconsistent with Dr. Addanki’s position that generic entry may harm
consumers. Tr. at 34:8060-61 (Bresnahan); compare Tr. at 24:3897-98 (Addanki)
(sugzesting generic cnlry may not lead to a qualily-adjusted price decline).

D, Addanki’s opinion that gencric entry might harm consumers leads to absurd
resuits. If generie entry did harm consmers, it would justify any conduct that prevented
entry; for exampie, if there were no patent dispute, 2 finding that consumer welfare

harmed consumers would still justify a brand paying a generic not to enter. Tr. at
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34:8063-64 (Bresnahan).

3.345. Promotion 1s an important dimension of compeliion. [l would be 3 causc ol
concern, for instance, 1Flwo firms with menopoly power collnded to eliminate promotions from
the market. (24 Tr. 5808 (Addanki), referencing Cafifornin Dental Association v, FTC, 526 115,
736 {1999), A study by Ernst Berndt amd others that was published in Professor Bresnahan’s
book, The Econamics af New Goods, concludes thal “marketing plays a very significant role™ as
an msirument for competitive rivals. (USX 1009); 4 Tr. 881 (Addankiy; CX 72, USL 142602.)).

Complamt Counsel's Response to Finding No. 3.345:

The finding is itrelevant. Generic entry benefits consumers, and this is well-accepted

amongst economist and policy-makers. CPRF 3 344,

3.346. Onee Upsher’'s M20 product entered the market in September 2001, the
mandatory subslilulion of some states” required 4 pharmacist to fill a K-Dur 20 prescription with
the generic, effcctively blocking K-Dur from competing for this patient segment. (20 Tr. 4824-

25 (Dritsas)).

Complaini Counsel's Responge to Finding No. 3.346;

The imdmg is contradicted by other evidenec. A patient or physician can refuse
substitution and continue to purchase K-Dur.
In states with such “mandatory™ substitution laws, the patient generally is

permitted te refisc the generic and purchase the brand name drug instead, even if the
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preseriber does not direct the pharmacist to dispense the prescription as whtten. See, eg.,
Minn, Stat. § 151.21 (“the pharmacist shall, after disclosing the substitution to the
purchaser, dispense the generic drug, waless the purchaser objects.™); 35 P.5. § 960.3
{(*“the pharmacist shall substitute a less expensive generically equivalent drug aafess
requested ptherwise by the purchaser or indicated otherwise by the prescriber.”); W, Va,
Code § 30-5-12b {*The petson presenting llhe preseription shall have the right fo refitge
the substitution.”™), Mass. Law ch. 112, § 12D (*at the bottom of the prescription form,
shall be printcd these words: ‘Interchange is mandated waless the practitioner writes the
words no substifution in Hhis space™); Miss. Code § 73-21-117 {*A pharmacist shall
select a wenenic equivalent product™ when such a request is made by the purchaser, the
physician kas not expressiy prohifited substitution, and 1h substitniion will yield lower
costs to the parchaser); NY CLS Edue § 6816-a (A pharmacisl shall substitute a less
e:xpcnsi‘llre drug product containing the same active ingredients, dosage form, and strength
as the drug product prescribed” when the prexcriber does ot expressly prodibis
subsripution, the substitute 1s found in the Orange Book, and the pharmacist records the
substtution on the label and on the preseription fortn); 35 P.5. § 960.3 {"the pharmacizl
shall substituic a less cxpensive gencrically cquivalent drag unless reguested otherwise by
the purchaser or indicated othervrise by the prescriber™); R Gen. Laws § 5-19.1-12
{(“Pharmacists when dispensimg a prescription shall, anless requested otherwise by the
individual presenting the preseription in writing, substitute drugs containing all the same
aclive chemical ingredients of the same strength, quantity, and dosage form as the drug

requested by the prescrber from approved prescription drug products™), (emphasis
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added).
'T'he finding is contrary to morc reliable evidence. Schering docs compete with

genenics by launching its own generie and lowering price. IUPF 989, 1115,

3.347. Schering stopped promotion of K-Dur 20 hased on the anticipated entry of
Upsher-Smith’s Kior Con M20). (SPX 2089) (demonstrative); (24 Tr. 5804 (Addanki ),
Schering stoppcd promoting becanse it would no longer receive a retarn from that promotion.
{Addanki 5803-04). When the brand manufacturer promotes and advertises its brand, the brand
awareness of that drug increases. (Bresnahan at 651). [l makes physicians mare likely to
preseribe that drug, (Addanki 5801} When an A-B rated genene enters the market, contitued
promotion may gel physicians Lo conlinue writing prescriptions, but the generic drig gets
dispensed rather than the branded drug that was prescribed. (Addanki S800-01) (Dristas 4824-
25). Consequently, the branded manufacturer has very [itile incentive to continue promotion,
The henefits of the promotion go to the generic manufaciurer ingtead of the branded
manufaciurer. (Addanki 5801). That eliminatcs branded manefacturers’ incentives to promote.
{24 Tr. 5801 (Addanki)).

Complaint Counsel's Response lo Emding N, 3.347:

The finding is not relevant. Generic entry benefits consumers, and this is well-
accepted amongst economists and policy-makers, Schering’s economist who sponsored
this theory produced no evidence or even examples that a reduction in promotion caused

by goneric entry has harmed consumers. Tr. at 34:8062-63 (Bresnahan). Sez CPRF 3.344.
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3.348. (Genenic entry Lhus undermines the value of the brand, which the company has
built over time. (24 Tr. 5868 (Addanki)). Brands have value, because therc is an mvestment in

their development. (24 Tr. 5870 {Addanki)).

The [inding is not relevant. Genenc entry benefits consumers, and this is well-
sccepted amongst economists and policy-makers. Sehening’s economist who sponsored
this theory produced no evidence or even examples that a reduction in promotion causcd
by generc colry has hammed consumers. 17T, at 34:8062-63 (Bresnahan). See CPRTF 3,344,

The tinding 15 [urther irrelevant because there is no evidencee that building ihe
value of a brand benefits consumers or that competition reducing the value of the brand
hirms consumers. Competiton that reduces monopoly power always reduces the value
of the monopolist’s product. CPI 1151 (By reducing incumbent’s manapely profits,

coinpetition ereates consumers savings),

3.34%. If ploneer firms conlinue o promole the brands, generics would be able to free
ride on the brand’s value, (24 Tr. $870-71 (Addanki}). Thus, when a generic product enters the
market, the level and amount of promotion and agdvertising that a brand name company performs

for a given brand product declines. (1 Tr. 264 (Teagarden)).

Complaint Counscl's Response to Finding No. 3.345:

The finding is nol relevant. Genenc entry benefits consurners, and this is well-

accepted amongst economists and policy-makers. Schering’s economist who sponsored
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ims theory produced no evidence or cven cxamples that a reduction in promotion caused

by generic entry has harmed corsumers. Tr. al 34:8062-63 (Bresnahan). See CPRF 3.344.

3.350. This has occurred before in the potassitum chlonde market. When Ethex, an AB-
ralud generic Lo Wyelh's Micro-K, entered the market in 1987, Wyeth sharply reduced its
promotion of Micro-K. {24 Tr. 5802 (Addanki)). KV Pharmaceuticals, the owner of Ethcx, later
bought Micro-K, thus bringing inte common ownership Micro-K and ils generic equivalont,
EBthex. {24 Tr. 53803 (Addanki)). This gave KV a renewed incentive to promoie the brand
product again, because prescriptions written for Micro-K would benefit KV Pharmaceuticals
whether they were writlen for Micro-K or for Ethex. (SPX 2286) (demonstrative) (24 Tr. 5802-
03 {Addanki)}. The renewed promotions resulted g substantial sales increaée for Ethex.
(Addanki 6153) (CX 1713).

Complaint Counsel's Response to Finding No. 3,350

The finding 15 incomplete and misleading. Dr. Addanki’s epinion on the KV
merger 15 unreliahle. Dr. Addanki formed his opinion without reviewing the advertising
by K—‘-.-f. Pr. Addankt did know how much of the KV advertising was promotional or
infermational, Tr. at 25:6128 (Addanki). Dr. Addanki could noi remember the date of
the KV acquisibion, 17, at 25:6128 {Addanki) (late ‘08 or early *99). Therefore, his
opinion that Eihex’s sales increased after the merger are suspect. For example, Dir.
Addanki adnitted that in March 1999 Ethex units were 40 million and in December they
were 39 milhon, which contradicts his opinien thal sales mcreased for Ethex.

His opinion is unreliable hecause he did not consider whether the KV merger
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actually harmed competifion by increasing prices. Moreover, although Dr. Addanki has
not reviewed the merger, the KV story demoensirates the competitive hamm that can occur
by delaying the unique pnes competition that 18 provided by a product (hat 13 AB-rated to
a competing brand. According to Dr. Addanki’s own data, KV was able to substantially
increase Lthex 10 prices, despite facing competition from other BC-raled 10 mEq
potassium chloride products, becanse it lacked an AB-rated competitor {which, in effect,

the acquisition had eliminated by removing KV s closesl competitor), ssescsssssssesrnns

YR IF Y YN IR AN YR Y F IR FE YR I VAR R EF AN FEF R RAF A A A RA AR EAR R AR F R P A NP R T A VA N N

hddhdddd bbb AR AR AR Ry iR SRR RN R RN N A P FAA AR F R A A A A R A RS ST T R

SieALERLIRLILELS A0tebaisateassnarsRIsns b isrsassssnananrnnsen Within two years of the
acquisition, Dr. Addanki’s data shows that Ethex 10 prices went up by 100 percent, while
Micro-K 10 prices went up by 50 percent. Prior o the acquisition, Hthex 10 prices had
been on a shight downmward trend, Tr, at 25:6128-33 (Addanka).

Belayed entry of Klor-Con M2i} delayed the unigque price compeiilion that wonid
have becn provided by the only AB-raled competitor to K-Dur 20. Indeed, the consumer
welfare hamm from delaying entry of a gencric version of K-Dur 20 is far greater than thai
which ocewrred for the Micro-K and Ethex products. K-Dhur 20 accounted for more than
$200 million in net sales in 2000 whereas the Micro-K and Ethex products combined for
less than 550 milien in nel sales n 2000, See CX 34 at SP 020052-53. Morcover, K-
Dur 20 faced no 20 mEq tablet or capsule competitors until the introdnetion of Klor-Con
M20 and accounted for 65 to 70 percent all potassium chloride dollar sales between 1998

and 2000, See Addanki Tr. at 23: 6006-8; CX 34 at §P 020635, SP 020644, SP 020652,
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By conttrast, Micro-K and Ethex productls accounted for less than 13 percent of all
potassiiim chloride dollar salcs during that same penod. See CX 34 at 8P 020635-36, 8P

020644-45, 5P 20652-53. See CPRF 3.345.

3.351. The loss of Schering’s K-Dur promotion harms consumers not only because of the
loss of one dimension of competition. It also harms consumers because most of Schering’'s
advertising is informative. (25 Tr. 6120 (Addanki))). For example, Scheting provided free
sumples for patient use, educated physicians and focused them on hypokalemia. (SPX 2091)
(demonstrative) (24 Tr. 3804-09 (Addanki)). Schering also provided compliance aids for
patients. {24 Tr. 5086 {Addanki)} (SPX 2092} (demonstrative). Schering’s advertiscments alse
informed paticnts and physicians aboul the importance of treating and preventing hypokalemia
and warned patients who werce laking diuretics about the risk of hypokalentia and ahout the
mmportance of compliance with desing, (24 Tr. 5807 (Addanki)) (SPX 2093} (demonstrative).
Such mformation is valuable to patients and physicians and may not be readily available from

othcr sources. (SFX 2093) (demanstrative); (24 Tr. 5806 (Addanki)).

Complaini Counsel's Response to Finding No. 3.351:

The finding is not relevant. Schering’s economist who sponsorcd this theory
produced no evidence or ever cxamples that a reduction in promotion caused by generic
eniry has hammed consumers. Tr. at 34:3062-63 (Bresnahan). See CPRF 3.345, 5.351.
Informative advertising benefits the category while persuasive advertising shifts demand
Item otie product to another, Tr, at 25:6113-14 {Addanki). Only informative advertising

improves consurner welfare. Tr. at 25:61 13 (Addanki).
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Dr. Addanki’s opinion that most of Schering’s advertising is informative is
unreliable. Dr. Addanki did not look at the actual ads, vet be is opining on the content of
those ads. Tr. at 25:0115-16 (Addanki). Mor did Dr. Addanki perform an sconometnc
analysis to detcrmine how much of Schering’s advertising was informative and how
much was persuasive. Nor did Dr. Addanki explain how he meagured the amount of
informative and persuasive adverlising.

The docwments Dr. Addanki testificd ahoul provide no hasis for his opinion that
most of Schering’s advertising was informative. Dr. Addanki did not explain how
providing a free sample is informative and not persuasive marketing. Tnthe same
documents, Schering also discussed persuasive advertising. CX 18 at SP 23 (0050, 52,
53, 57-58 (1997 Marketing Plan} { Targeling high prescribers of polassium)(larget
audience patienls receiving potassium replacement therapy)(™Additionally, our message
will be included with competitive product prescriptions (i.e. generic potassium) and may

canverl business Lo K-Dur 20 mTg)campaign on the benefits of the 20 mEq over the 10

mEq).

3.352. Schering observed thal “inarked rescarch shows that patients wilh a thorough

understanding of why they are taking their potassium tend to be more compliant.” Henee,

“physicians, pharmacists, and patients need to be educated on the seriensness of hypokalemia.”™

Schering therefore offered “[Patient education pieces on the dangers of hypolalemia for

plysicians and pharrnacists are developed and implemented.™ (CX 140 SP 00002, See also CX

140 SP 00006 (“Implement programs to increase importance of K-DUR as treatment for serious
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consequences of Hypokalemia, Utilize Schering CMI program {Compliance Managemont
Inttiatzve).™)

Complamt Counsel's Response to Finding No. 3.352;

The finding is not relevant. Gencric entry benefits consumers, and this is well-
accepted amongst econonmists and policy-makers. Schering’s economist who sponsoredd
this theory produced no evidence or even examplcs thal a reduction in premotion caused
by generic entry has harmed consumers. 'I'r. at 34:8062-63 (Bresnahun). See CPRF 2.344,

The finding is not relevant to assessing how much of Schering’s advertising was
itformative versus persuasive. Schering employed persuasive advertising. CPRF 3.351,

3.353.

3.353. One Schering docunent makes clear how important Schering’s promotions were
lo expanding the markot: “Past market roscarch has shown that patients are unaware of the
importance of potassinm replacement therapy. Physician attitude toward potassium replacement
is a major coniributing factor. A combined effort using feld sales representatives in combination
with clinical and public rclations activities will lead to increascd awareness of the importance of
potassium. The result will be an expansion of the potassium market to complement prowth in

market share of K-DUR.” (SPX-902), (cmphasis added).

Complaini

The finding is irrelevant to determimng the impact of the specific agreements at
issue in this case. Generic entry benefits consuniers, and this is well-accepted amonest

economists and policy-makers. Respondents have produced no evidence that consumers
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will be harmed by laas of promotion or that the size of the overall industry 2] as a result
of the cotry of pencric 20 mEq tablets, See CPRE 3,544,

The finding 15 not relevant to asscssing how much of Schering’s advertising was
informative versus persuasive. The very same documenis lists a series of
communications points, all of which deal with the benefits of K-Dur 20 as a unique
potassium supplement product. SPX 302 at 23 00080, Similarly, in the 1998 marketing
plan, Schering want to “continue to use ifs stamus as the only 20 mEq potassium
replacement and itz safety and convenience to dominals the market.” Its message strafegy
was to “Dievelop phystclan-driven promotional rational supporting the advaniages of K-
Dur 20 mEq lor use with high-potential called-on physicians.”

Other evidence shows that Schering’s promotion had little cffect on the sales of

ali potassium chloride supplemenis. Seze CPFRE 3,355,

3.354. Indced, expanding the oral potassium chloride supplement markct was a key

strategy for Schering. Schering expanded the market by “Encrgiz[ing] the potassium markel by

establishing agoressive and credible gunidelines for potassium replacement therapy,” and by

“Expandfing] appropriale use of polassium replacement therapy by providing new insights into

ihe clinical importance ol mamtaining serwm K levels, particularly m patients at high nsk.”

(SPX-1124)

Complaint Counsel's Besponse to Finding Wo. 3.354:

The finding is irrelevant to determining the impact of the specilic agreements at

izsuc in this gase. Generie eniry benefits consumers, and this is well-accepted amongst
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geonomists and policy-makers. Respondents have produced no evidence thal consumers
will be harmed by loss of promolion or thal the size of the overall industry Fell as a result
of the entry of generic 20 mEq tablels. See CPRY 3.344,

The [inding is not relevant to assessing how much of Schering’s advertising was
inlormative versus persuasive. On the very page cited in the proposed [inding, Schering
also had a heading cntitled “Grow Market Share,” m which Schering wanted 1o redirect it
sales force “to ensure growth of market share for K-Dur 20.° SPX 1124 at $P 23 00121,
Moreover, Schering budgeled $3.33 million for expanding sharc and combal generic
competition and only $1.25 million for cxpanding the market. Compars SPX 1124 at SP

23 00149-50 wirh SPX 1124 at 5P 23 00148,

3.335. Accordingly, the Schering promotions stimulated demsnd for oral potassiuin

chlonde supplements hecanse they conveyed the informational messapes about compliance,

dosage maintenance, and e dangers of hypokalemia. (25 [r. 6118; 24 Tr. 5804 (Addanki)). K-

Dur was a “major products driving [the] increase in the Potassium Chlonide Market,” {SPX-

11100

Complant Counsel's Response te Finding Mo, 3.335:

The linding is irrelevant to determining the impact of the specific agreements at
issue in this case. Generie enley benelils consumers, and this is well-accepted amonpst
econornists and policy-makers. Respondents have produced no evidence that consumers
will be harmed by loss of promotion or that the size of the overall Industry fell as 2 result

of the entry of generic 20 mEq tablets. See CPRF 3.344.
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The proposcd linding is conlrary to more reliable evidence. Dr. Addanki asserted
that the promotional advertising of Schenmg increased demand for all potassium chioride
supplements, but he never cxplained his basis for his conclusion that Schering's
acdvertising, as opposed to some other cause, increased the demand for all potassinm
chloride products. The cited document (SPX 1110} does not discuss or mention
Schenmyg’s prometions in connections with the cited excarpt.

Other evidence is directly conirary to Dr. Addanki’s assertion. In the
backgrounder to the cited docurnenl, Schering wrote “the overall market is not growing as
expected.” Throughout 2001, Dr. Addanki admitted that total prescriptions for potassium
chloride sales continued to increased. Tr. at 25:6125 {Addanki); this trend occurred
degpite the [act thal Schering had cut its promotional expenditures substantially. Tr. at
24:5803-04 (Addanki). The reasonable inference is thal number of total potassium

chloride preseriptions had liitle or no relationship to Schering”’s promotions.

3.356. This benefit of promotion ig well understond in the economic literatire. An

articlc by Caves and others discusses how, because of the incentive structure created by laws (hatt

require mandatory substitution from brands to the AB-rated generics, the pioneer firms’

incentives to promote dwindle, sometimes very sharply, in the wake of generic entry, producing

two potentiafly offsetting effects. (24 Tr. 5809 (Addanki)). First, on the procompelitive side, the

cniry makes a dmg available at lower prices than prevailed during the period of patent protection.

Second, ot lhe anticompetitive side, “even more importantly, it docs not lead o increases in the

quantities of the contested drug that are sold. Indeed, quantities may deercase relative to those
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sold beforc patent cxpiration.” {25 Tr. 6169 (Addanki)). To determine the net effect ol generic
enfry, one must analyze each case on a case-by-case basis. (24 Tr. 5810 {Addanki)).

Complaint Counsel's Regponse to Finding No, 2.356:

The [inding is contradicled by more reliable cvidence and incomplete. The cited
article identifics informational advertising, not all adverlising, as a benefit. CPRF 3.351.
'The Caves article only raised the question of whether cafry and subsequent loss of
promotion could harm consumers, Tr. at 34:8063 (Bresnahan). This qusstion has since
been scitled by subsequent articles, and econommists have concluded that generic
pharmaccutical entry benefils consumers, Tr, at 34:8059-60 (Bresnahan). See CPRF
3.345,

The opinion of Dr. Addanki that the consumer welfare elfects must be measured
m cuch case 15 unreligble. Dr. Addanki discussed only one article despile the fact that
there have been four or five articles on the mmpact of generic entry in the pharmaceutical
industry. Tr. at 3:454-95 (Bresnzhan). They consistently find that gencric cntry lowers
prices for consumers. Tr. al 3:495 (Bresnahan). In particular, an article by Tain Cockburn
and Zy1 Griliches resolved the issuc of the benefits of generic cntry in the pharmaceutical
industry. Tr. at 34:8058-60 (Bresnahan). Dr. Addanki did not recall whether he had read
the Conpressional Budgel Office smdy How ncreased Competition from Gemeric Drugs
Has Affected Prices and Returns in the Pharmuceutical Industry. Tr. at 25:6110-11

(Addanki).

3.357. A study by Emst Berndt and others that was published in Dr. Bresnahan’s boolk,
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“The Economics of New Goods,” states that “fal the industry level, both cmnmlative minulcs of
detathing and cumulative pages of medical journal advertising affect sales.™ (25 Tr, 6205
{Addanki)). The chapter indicates that “markcting cflorts play a very important role in the
diffusion of infommation to physicians . . . ." (USX 1090); (25 Tr. 6206 (Addanki)). Most
mportautly, the authors conclude that marketing ellornts of pharmaceutical firms have substatial
ellects on “the size of the Dveralll industry.” (USX 1009, (5 Tr. 884 (Bresnahan);, 25 Tr. 6207
(Addarki) (USX 1080},

Complaint Counsel's Responze to Findine No. 3.357-

The document USX 1002 is not in cvidence. Moreover, the finding is irrelevani
to determining the rmpact of the specific agreements at-issue m this case. Respondents
have produced no evidence thal consumers will be harmed by loss of promotion or that
the size ol the overall industry fell as a result of the entry of gencric 20 mEBy tablels. See
CPRF 3.344,

The finding is irelcvant to the impact of generic entry in general or in the case ai
hund. None of the quoted material discusscs the social welfare implicariaons of reduced
advertising in he context of peneric entry.

USX 1090 has no relevance lo this finding, USX 1090 has what appears lo be

notes of a meeting or phone call with Clinical Research [nc,

3.358. Indeed, even Professor Bresnahan conceded that this expansion of total quantity
docs not always happen in the pharmaceutical industry (6 Tr. 1196 (Bresnahan). And, Schering

did not forccast an increase in total unit sales a5 a result of generic enlry. {6 Tr. 1238-30

285



(Bresnahan), CX133}. In facl, markeiing and promotion activity might have a tendency to
increase Schering’s sales of an enfirc calegory of dmgs, brand awarcness on the part of doctors

and patients, and the cutput of a particalar dug. (4 Tr. 651 (Bresnahan)).

Complaint Counsel's Resm

The findings is incomplete and misleading. CX 133, the document read to
Prolessor Bresnahan, forecasts four months of sales afier generic entry. In other
forecasts, both Schering and Upsher projected that K-Dur 20 and its generic would
increase in total units afler genenc entry. SPX 1010 at SP 250024 (“T'able: Capsule
Scenario re K-Dur”); CX 770 at USL0E543 (“Company Report™.

The fuct that advertising might have ihe proposed effects does not change the fact
that genene enlry benefits consumers and that there is no evidence that consumters were

harmed by the entry of a generic K-Dur 20 product. See CPRE 3.344.

3.359. Thus, generic cniry is not necessarily positive in terms of consumer weltare. (25
Tr. 5351-52)). The effects are ambiguous. (25 Tr. 6169 {Addanki)). There are bath good and
bad results from generic entry. {25 Tr, 5950-51 (Addanki}).

Complaint Counsel's Response to Finding No. 3.359:

The finding is contradicted by the evidence. Economists generally view entry by a
competiter to be pro-consumer. The view is a primary reason thal economists favor a
competitive economy. The proponent of a contrary view would have the “hefty” burden

of convincing a professional cconomist that competitive cntry thay harm consumers.
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Respondents have produced no cvidence that consnmers will be harmed as a result of the
¢otry ol grnenc pharmacenticals. See CPRFE 3.344.

Dr. Addanki’s opinion coniradicts the cstablished understanding of competition in
peneral and of generie eniry in the pharmaceutical industry. CPRF 3.344. His opinion is
unreliable becanse he has reviewed and study little of the litcrature, CPRF 3.356. He
provided opinions on the substance of Schering’s Advertisements withoul reviewing
thosc ads. CPRF 3.351. He provided an opinton on the relative frequency of
mformational and persuasive adverhising wilhout explaning how he made this
determination and without discussing the persuasive advertising in the documents he
relied on. CPRF 3.351. ¢ opined on the competitive implications of a merger
transaction that he had pot studied, CPRF 3,350

This finding is alzo irrelevant becanse, at the time of the settlement, there was no
generic K-Dur 14 product available, Upsher's speculations on the impact o'a generic K-
Dur 10 product in the absence of a gencric K-Dur 20 do not alter the facts that 1)
Schering was able to raise the price of K-Dur 20 without losing sales {CPF 872-987); 2)
generie K-Nur 20 was forecasted, and did take, substantial sales from K-Dur 20 at a
substantial discount (CPF 952-971, 988-992); 3) only generic K-Dur 20 was forecasted,
and did, force Schering lo lower the price of its 20 mEq polassiant supplement by

launching its own generic K-Dur 20 {CPF 993-1036).

3.360. Diespite his awarencss that Schering had been working with doctors and other

payers to enhance brand awarencss of K-Dur 20, Prolessor Bresnahan did not undertake any
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formal examination of the impact that Schering’s marketing on the total market demand for

potassinm chloride products. (4 Tr. 651-52 (Bresnahan)). Consequently, Professor Bresnahan

did nat undertake the proper analysiz and Complamt Counsel did not establish that a delay in

cntry is always anticompetitive on net.

IIL

Complaint Counsel's Response to Hindinge No. 3.360:

The finding is contradicicd by the cvidence. Economists penerally view entiy by a
compelitor to be pro-consumer. The view is a primary reason that cconomists favor a
competitive eccnomy. The proponent of a contrary view waorld have the “hefty” burden
of convincing a professional economist thal compelilive enlry may harm consumers.
Respondents have produced no evidence thal consuimers will be harmed by loss of
promoiion or that the size of the overall industry fell ag a result of the entry of genceric 20
mEy tablets. Therelore, the analysis proposed in the findmg is unnecessary and contrary

1o well-cslablished theory and empirical research. CPRF 3,344,

SOCIAL BENEFITS OF SETTLEMENTS
A, Conservation of Resporces

3.361.  Scitlements are generally procompetitive. (24 Tr. 5817 (Addanki}). Lifigation

consumes huge amounts of private resources, in tems of the cost of retaining lawyers and

experts and diverting business people from running their businesses. (24 Tr. 5818 (Addanki)). A

socielal benefit of seilfement 15 Lhal it allows the parties Lo conserve resources and avoud

transaction costs. {12 Tr. 2675 {Mnookin}). Seitlement can mitigate uncortainty and allow the

parties to avold the nisks of Iitigation, crealing economne efficiencies. (12 Tr. 2675 (Muookin);.
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These transaclion costs may mclude not only legal fees, but also the time and distraction of the
partics and their personnel. (12 °1r. 2675 (Mnpookin)).

Complaint Counsgel’s Response to Findings Nos. 3.361-63:

All these proposed findings are irrelevant becanse the Complaint does nat
challenge the scitlement agreements, standing alone, bui rather, Schering’s making a cash
payment to Upsher to induce 1t to agree to delay launching its generic product for a
longer period than it would have agreed 1o in the absence of that payment. See Complaint
% 64. Schering has made no showing that the puyment was necessary to rcach settlement
and thus to aclieve the resource savings attendant on ihe settlement. Rather, the
unchallenged cvidence in the record shows that reverse payments of the type found in this
case are ot known by respondents’ expert witnesses to have been used in the settlement
of any other patent litigation, and that such payiments are not necessary lo selife patent
fawsits. CPF 1415-1420, 1425, In [act, respondents *experts testificd thal cash
payments are not an effective tool for value crealion in settlements, CPF 1421-1424,

The proposed findings are incompiete becanse they do not recognize that

settlement agrcements can be anticompetitive and harmtlul to the public, Expert
wif_nessee; called by both respondents testified that settlement agreements can be
anticompefitive. Tr, at 24:5860 (Addanki); Tr. at 29:7243 (Willig). Professor Mnookin
admitted that a transaction thal could be tenmad a value creating trade as far as the parties
were concerned could come at the cxpense of third parties. If the arrangement involved
the cooperation of the partics to creale ot exploit a monepoly, il would not be socially

beneficial even if it was profitable for the companies involved. Tr. at 12:2684
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{Mnoolkin).

The proposed findings are incomnplete and misleading because they do not take
into account the resource savings that consumers experience after a generic drug becomes
available fo them, CX 133, an Operating Plan prepared by Key Pharmacenticals,
estimated that for 1997, a generic priced at 30% of the K-Dur price would capture 50%, of
K-Dur volume. Based on these assumplions, consumer savings for the month of
Decembor, 1997, alone were projeeted o be $4.18 million. CX 133; .Tr. al 6:1235-41
{Bresnahan). Data in the record permits us to make a rough estimate of the consumer
savings that resultad from entry of Upsher’s generic product into the market in 2001, By
November of that year, generic products had captured 61% of the total mumber of
prescriptions for 20 mEq polassium chloride tablets. CPF 989, K-Dur’s net sales in 2000
amounted to 5287, 151,000, CX 695 at SP 020701, In 1997 and 1998, K-Dur 20
accounted for 91.8% of total K-Dur dqﬂar sales. CX 687, Assuming annual sales of
$287,151,000 {91.8% of which dﬂri{'.cjs from sales of K-Dur 20}, and using the actual
prices and prescription percentages of generic products in November 2{{], estimated
annual consimer savings [rom the introduction of generic 20 mFEq potassium chloride

lablets were upproximately $160.8 million.

3.362. Settlements also serve the public interest by promoting the conservative of
judicial and adminmigtrative resources. The judicial system relies on settlements to avoid gridiock
created by the hundreds of thousands of cases filed in cowrt tn the United States every yvear. (29

Tr. 7107 {(0°Shaughnessy; 29 Tr. 7148-49 (Willigy; 24 Tr. 5818 (Addanki)).
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Complaint Counsel's Response to Finding No. 3.362.

Complaint Coungel has no specific responsc, see CPRF 3.361.

3.303. There are substantial social costs associated with patent litigations. (29 Tr. 7107-
0B (O’Shaunghnessy)). For cvery dollar spent on rescarch and development, aboul 27 cents {5
spent on pateni litigation. {29 Tv. 7107-U8 (X Shaughnessy)). If partics arc not able to seitle, the
average cost of litigation mereases, and less money is available for imovation. (29 Tr, 7108
{O*Shaughncssy)).

Complaint Counsel’s Response to Finding No. 3.363:

Complaint Counsel has no specific response, see CPRT 3,341,

B. Elimination of Risk

31.364. Intelleciual propetty ltigalion, more o thin other types of htigation, creates
unecrtainty in business planning, (29 Tr. 7065 {(O° Shaughnessy)). For example, in the 19907,
the Federal Circuit’s reversal rate inpatent litigation appeals was about 50 poreent, (29 Tr, 70635«
66 (Q'Shaughnessy)). Therefore, even businesses equipped to understand and predict the
outcome of [iligation are subjected to 4 certam degree of uncerlmnty. (29 'I'r. 7066

(O Shaughncssy)).

Complaint Counsel’s Response to Finding No. 3.364:
The proposed finding is irrelevant., First, there is no evidence that Schering was
risk averse in the settlement of the patent infringement litigation with AHP and Upsher-

Smrith, {See Tr. at 4:609 (Bresnaham} (no evidence that Schering is risk averse), CPF
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1266 - 1277 {the general understanding in econormics that firms are risk nentrai}.). [f
Schering is not nsk averse, then the degree of uncertainly aromd any particular litigation
15 irrelevant. Seze SPEF 3.239 (definition of risk aversion). Second, nowhere in the cited
lestimonty did Mr. O'Shanghnessy opine that unceriainty 1 the K-Dur pafent
mfringement litigation created busincss planning uncertainty for ény of the respondents,
nor cven that uncertainty in patent infringement litigation croates business planning
uncertainty for pharmaccutical companies in general. Tr. at 29: 7065-7067
{O’Shaughnessy). Indeed, Mr. O’Shaughnessy admitted that his only experience with
paleni cases involving pharmacoulicals was over lwenty years auo :nd invelved
Sensodyne Toothpaste, Tr. at 29:7109 {O'Shaughnessy). He further concodad thal he has
no cxpertisc in either Hatch Waxman patent infringement cases or the pharmaceutical

industry. Tr. at 29:7109 (0)*Shaughnassy).

3.365. In the business planmng process, such extracrdinary uncertainty cenfounds the

decision-making process and makes resource allocation much more difficult. (29 Tr. 7066

{O°Shaughncssy)). Accordingly, business managers gencrally “deplore™ patent litigation, as it

hinders their ability to allocate scarce resources and make a plan for the company that will

endure. {29 Tr. 7066 (O’ Shaughnessy)).

Compiaint Counsel’s Respanse to Finding No, 3. 363

The proposed Onding is irrelovanl. See CPRF 3.364,

3.366. Litigation-rclated uncertainty also affects mvestments, because investments can be
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made more ratienally and reasonably under conditions of certainty. (29 Tr. 7067
(C¥'Shaughmessy)). Only with a greater degree ol predictability can one make a plan o invest in
the development of a new product and to engage in the investments necessary to bring it 1o
market. (29 Tr. 7067 (0" Shaughnessy)).

Complaint Counscl’s Response to Finding No. 3.366:

The proposed finding is irrelevant. Sze CPRE 3.364.

3.367. Sclilemcil can muhigale uncertainty and allow the parties to avoid ihe nisks of
litigation, thus creating cconomic cificiencies. {12 Tr. 2675 (Mnookin)). By resolving the
uncertainty, the firm can return to planning for the future withoul having the uncertainty hanging
over its head. {24 Tr. 3709 {Addazli)). It is casier [or a firm 1o develop investment sirategics
withoul the threal of litigation. (24 Tr. 5769 {Addanki).

Complaint Counsel’s Response to Hinding No. 3.367:

The proposed [inding is itrelevant in part and contradicted by other evidence in
part. It is irrelevant because therc is no evidence that Schering was risk averse (See Tr. al

4:60% {Bresnahan) (no evidence that Schering is risk averse), CPF 1266 - 1277 (the

gc:neral- understanding in economics that finns are risk nentral).). It is contradicted by

other evidence, becausc il ignores the evidence that diversifiable risks arc not important

to corporations or sharcheldors, See CIPRF 3.246.

3.368. A setflement of a patent dispute removes Lhe burden of rigk to the partics that is

present if the litigation goes forward. (29 Tr. 7148 (Willig)). The presence a risk may result in.
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less mvesiment, because the aversion to nisk causes the firm to aveid investments that 1l might
otherwise make. (29 Tr. 7169-70 {Willig)). Inthe corporate environment, the most direct
interaction betwecn risk aversion and less investment is the cost of capital to the corporation. (29
Tr. 7170 (Willig)). The riskicr the corporate holdings, the higher the cost of capital, and 4 higher
cost of capital makes investmoent less desirable. (29 Tr. 7170 {Willig)). If the cutcomes of a
portion of the company’s buginess are uncertain, then there is an cxra reason for the conpany to
delay investment until some of the uncetiainty clears. (29 Tr. 7170 (Willig)). The company that
does not wait until the uncertainty clears will make mistakes because of the inability to foresee
the [iture. (29 Tr. 7170 {Willig)). The riskier the future, the more lkely a misjudgment 1s and
the wrong investment is made as a result of that risk. (29 Tr. 7170 (Willig)). A prohibition on
settlermnents would result in busimesses bearing undue tisk and the costs of those risks. (29 Tr.
7235 (Whllig).

Complaint Counsel’s Response to Finding No, 3.365:

The proposcd finding is irrclevant in part and contradicted by other evidence in

part. See CPRF 3.367 and 3.246.

C. Settlements with Side Deals Create Value
3.369. Professor Mnookin is the Chaitman of the Program on Negotiation at Harvard
Law School. (12 Tr. 2666 (Mnookin}. He is also the diroctor of the Harvard Negotiation Project.

({dy He regularly teaches courses in negotiation and dispufe resolufion. (12 Tr. 2667

(™Mnoolrin),
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Complaint Counscl’s Responsc to Finding No. 3.369:

Complaint counsel has no specific response,

3.370. Professor Mnookin coiphasizes the importance of searching for value-creating
trades that are unrelatod to the subjoct of the dispute in his teaching, as well as in his writing, {12
Tr. 2679-80 (Mnookin)). It is a central theme of his hook, Beyond Winning. (12Tt 2680
(Mnookin)). Other leaders in the dispute resolution field, including Professor Steve Goldberg,
Professor Frank Sander, and Professor Roger Fisher, apree on the importance of this settlement
mechamism. {12 Tr. 2680 (Mnookin)). Professor Mnookin teaches his students to look for such
value creating trades, and he personally nses this technique when serving as 4 mediator or 2
neutral. (12 Tr. 2681 (Mnookin)). Professor Myookin teaches his studenis (o look for things (hal
are relatively cheap for one side to give up that may be valued more highly by the other side. (12
Tr. 2679 {Mnookin). Professor Mnookin uses the following example: “you’re looking for
oppoertunities for a carnivore 1o trade broceoli te a vegetarian who has some lamb chops.” (7).
If parties can creale value through an unrelated transaction, that valne will also make it possible
for them to cach be better off with the side transaction than contimuing to htigate. (12 Tr, 2678
{Mnookin)).

Complaint Counsel’s Response to Findings No. 3.370:

The proposed finding is incomplete. Professor Mnookin admitted that a
transaclion Uﬁt could be termed a valuc creating trade as far as the parties weres
concerned could comc at the expense of third parties. If the arangement involved the

cooperation of the parties to create or exploit a monepoly, it would not be soctally
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beneficial cven if it was profitable for the companies. Tr. at 12:2684 (Mnookin). In
addition, Professor Bazerman testified that settlement agreements tnvolving creation of
cxtrinsic value for the parlies are not beneficial if the valuc uscd to Facilitate the
settlemcent has been taken frotn third parties. Tr. 34:8493-98; 8500-01 (Bazennan); CPF
1410. Value creation m settlements that comes at the expense ol consumers harms
society. Tr. 36:8501 {Bazerman); CPF 1412,

Professor. Mnookin alzo testificd that he was not aware of any casc (other than
Uns one) involving an infrimgement claim brought only by the plaintiff (as opposed to
cross claims based on intellectual property held by each party) where the patent Liolder

paid the acensed infrinper to settle). Tt al 12:2691-92,

3.371. Mediators use this technique to facililate sellements, The mediator persnades the
parties 1o work collaboratively to develop some cxtrinsic value to bridge that gap. (29 Tr. 7081-
82 ({0’ shaughnessy)). The new opportunity could be a new relationship such as costomer-
supplier, licensor-liccnsee, or an alliance. (2% Tr. 7082 (O Shaughnessy)). When the parties
succeed at developing an extrinsic value, they can impaort it back into the dispute and Gnd a way

to bridge 1he gap m their positions, arriving at a global selllermnent of the dispute. (29 Tr, 7082

(O Shaughnessy)).
Complaint Counsel’s Response 1o Finding No. 3.371:

The proposcd Anding 1n mcomplete. Mr. O’Shanghnessy also testified that cash
payments such as these [bund in this case are not an effcctive tool for value creation In

setflements. CPF 1421-1424.
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3.372. Ofien parlies armive at patent-splitting arrangements, where the parties split the
rights of the patent, such as the territorial rights, [iclds of use, and paformance rights. {29 Tr.
7090-91 {O"Shauphnessy)). Mr, (" Shanghnessy has been involved in matters where
consideration has flowed in both directions. (29 Tr. 7132 (' Shaughnessy)). In those deals, both
cash and righis were exchanged between the partics. (29 Tr. 7132 {(0°Shaughnessy)). The cash
could be paid in rehurn for a license. (29 Tr. 7132 {O’Shaughnessy)).

C omplaint Cdunscl’s Response o Finding No, 3.372:

The proposed finding is incomplete. Mr. (3’Shaughnessy also Lestified that he had
not been myvolved in any patent case settlement in which the patent holder paid the
alleged infringer a cash payment up front at the time of settlement. Tr. at 29:7109

{Q"Shaughnessy); CPF 1417,

3.373. Dr. Addanki has also been mvolved with numerous cases where there was a
scttlement concemning patents outside the scope of the litigation, and frequenily thase cases
involved consideration in one form or another. (24 Tr. 5911 (Addankiy). [ndeed, palent
infringement sn_:ttlemcnta virlually all have multidimensional side deal aspects, with unrclated
inellectual property rights moving in both directions between partics. (27 Tr. 6350-51 (Kert) (25
Tr. 6801 (Addanki)).

Commplaint Coungel’s Response to Finding No. 3.373:

The proposed finding is incompleic. Dr. Addanki also testified that he was nol
awarc ol any phanmaceutical patent casc sctilements {other than those challenged in this

proceeding} where there was a naked cash “reverge payment”, Tr, at 24:5910, 5012
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{Addanki); CPF 1417. Dr. Addanki also testified that most patent cases do scitle, and
they do so without one-way payments by the patentee to the alleged infringer. Tr. at

25:6081 (Addank); CPF 1419,

3.374. Extrinsic value crezbon has been essential to the settlement of al least half the
cases in which Mr. O’ Shaughnessy has been involved. (29 Tr. 7082-83 (O’ Shanghnessy)). If
extrinsic value creation is taken out of the repertoire of the medialor by a rule of law, hall of the
settlement that Mr, O°Shaughnessy achieved would have not have happened at afl. (29 Tr. 7083
() Shanghnassy)). Removmg this method from settlement aegotiation would have a “profound
and tepative mpact’” on mediation. (28 Tr. 7083 ()’ Shaughnessy)).

Complaint Counscl’s Response to Finding No. 3,374

The proposed finding 18 irrclevant. Complainl counsel are not seeking in this case
to establish a rule of law that takes “cxtrinsic valuc ercation™ “out of the repertoire of the
mediator” segking to facilitate settlement of litigation. Rather, the rufe of law being

sought wounld prohibil “payment to a petential competitor to securs an agreement not 1o

enter [t:hc market] and compete.™ Complaint Counsel’s Brief in Support of Proposed

Jiindings of Fact and Coenclusions of Law 47 {April 15, 2002).

3.375. Tnielleclual property licenses are an example of a valuc-creating trade. The
company that imbally develops the product is not necessarity the one that is best suited to take it
through the repulatory process and bong it to tarket. (27 Tr. 6357 (Kerr)). For example, Upsher

would not have been able 1o market Niacor-SR outside the U5, (27 Tr. 6357 {Kcr)).
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Compiaint Counscl’s Rosponsc 1o Finding Mo, 3.375:

The proposcd linding iz irreverent. The heenses for the intellectual property in
this casc were not a value creating (rade. Schening paid Upsher 360 million not for
licenscs, but for delay. Three categoties of evidence prove that, in fact, Schering paid
Upsher $60 million to delay Upsher’s cotry into the K-Dur 20 market: (1) the
citcumstances of the negotiations and the ScheringUpsher Apreement itself: (2) an
analysis of the license for Niacor-5R; and {3) the cconomic incentives of branded
monopolies and potential genetic entranis:

(1) First, the text of the SchenngUpsher Agreement and the circumstances of the
negotiations indicates payment for delay. The Schering/Upsher Agreement itself
indicates that the license and supply agreement was not a separate agreement for value
mdependent of the selllement agreement, but in fact that the $60 million and the
agreemenl o settle the patent infringement suit were inextricably intertwined. CPF 176
(paragraph 11 of the Schering/Upsher Agreement explicitly statcs $60 million is for
paragxaphs 1-10 of the ScheringUpsher Agreement, which includes the zettlement of the
litigatic_m, Upsher’s agreement to delay entry until 2001, and ils agreement not to help any
other challengers to the “743 patent); CP1" 178 (Mr. Hoffiman conccdes thal the agreement
on its facc indicates some money paid for settlement); CPI7 179 (paragraph 3 allows
Upsher to come to market immediately il a court strikes down the Agreement (znd thus
Schering’s requirement to pay the $6¢ million)); CTPF 181 (paragraph 3 allows Upsher to
come to market if Schering licenses another genenc to enter); CPF 180 (paragraph 10

(“force majeure” clause) obligates Schering to pay $60 nulhion to Lipsher even it some
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unlorescen evenl causes the license to he worthless). This contemporancous documentary
cvidence is more reliable than the self-serving, post-hoc testimony cited in ihe proposed
finding.

There1s also rehable evidence thal Mr, Troup asked for moncy from Schering
repeatedly in order 1o agree Lo scitle the Schering/Tipsher patent infringement suit, CPF
180, 200, 204 (Mr. Troup demands lor $60-70 milhon to settle the lawsuit at the May 21
mesting); CPF 191, 206, 209 {Mr. Trovp stresscs his need for cash at the May 28 and
Tune 3 meetings); CPF 152, 194, 200, 200 {Mr. Troup repeats his demand for money to
scttle the lawsuit at the June 12 meeting); CPF 196, 200 (M. Troup stresscd a need for an
imcome stream and up-front payments as part of a settlement at the June 16 mecting); CPF
201 (Mr. Troup repeats his need for revenue as part of a seitlement at the June 17
meeting}.

Mr. Troup based these requested requests lor money from Schening to seftle the
lawsuit not on the value of Niacor, but instead on Upsher's forgone revenues for not
entering the markcel and the revenue mpact its product would have on Schering’s K-Dar
20 monepoly if Upsher cntered the markel. CI'F 200-02 (discussing Mr. Troup
repealedly sought to replace revenues lost by not being on the market); CPF 204, 212-13
(discussing Mr. Tronp requesting $60-70 million to end the litigation and basing that
figure on a pc:mmtagc.: of the hanm that Upsher’s product would do to Schermg's
monopoly); CPF 206-07 {discussing Mr. Kapur and Mr. Wasscrstein’s testimony thal Mr.
‘Froup wanted to replace the revenue Upsher was loging by delaving entry); CPF 214-18 |

{discussing money requested to scitle the lawsnit hased on Upsher’s lost revenues from
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not entering the gencric K-Dur 20 markcet).

(2) Second, the $60 nullion non-comtingent paymenl made by Schering to Upsher
cannot reasonably be considercd to have been a lHecnse fee for Niacor-5R and the five
generic products licensed under the settlement agreement. T, at 711307, 1338-39 (Levy);
Tr. at 4:377 (Bresnaban). The $60 million non-contingent fee was grossly excessive for
Niacor-SR and the other licensed products, CPF 287-372, Schering’s due diligence was
strikingly superficial relative to industry standards, CPF 373-663, Schenng's and
Upsher’s post-liccnse behavier dees nol comport with parties” who had just entered into a
typical licensing deal, CPF 664-721, Schering had previously rejecter] an equal or better
prodnct, CPF 722-777, and no other company had offcred Upsher any money for Niacer-
SR, let alone 560 mmilion, CPEF 778-808.

(3) Third, economic theary proves Schering paid Upsher $60 million io delay
Upsher’s entry milo the K-Dur 20 markel.  There is always an incentive for the
monopolist to pay the cnirant Lo delay its entry and for the entrant to agree to delay ils
entry, which barms censumers. CPF 1150-1160. A monopoelist and potentisl entrants
have those incentives to delay entry even with it is uncertain. CPF 1161-1165. Uncertain
competition provides the sante benefits qualitatively as certain entry, so delaying
uncertain cntry harms consemers. CPF 1166-1172. Applying the criteria to these
settlements, Schering was a monepolist and Upsher and AHP were threats to that
monopely. Therefore, the parties had the incentives o delay uncertain entry. CPF 1173-
1184 (applying economic theory to facts of thits case and explaining how Schering, as a

monopolist, had the incentive to pay Upsher to delay ils entry and how Upsher, as a
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potential cntrant, had the incentive to accept money to delsy its entry). Schering paid
Upsher net consideration for delay. CPF 1183-1208 (explaining Scherning’s and Upsher’s
incentives to agreement to payment for delay, the actions of cach which led to payment
for delay, and that the $60 million was not for Niacor-SR).

Additicnally, that 360 million Schering paid to Upsher cncompassed some of
Schering’s K-Dur menopoly profits. These monopely profits came al the expense of
consumers. CPF §XII This is the type of trade referred to as “parasitic intcgration,” in
which the extringic value used to consummate the deal came at the expensive of a third
party; in this case, consuimcrs. It was (hus not of a type of settlement that is considered

socially beneficial. CPF 1409-12.

. The Chilling Effect of a Rule Limiting Side Deals On Settlements
1. Patcnt Splitting Arrangemenis With or Without Linked Fair Valuoe

Exirinsic Transactions

3.376. _Boﬂl Complaint Counsel and Respondent®s ecomomists agree that there should be
no concarn about a settlament that splits the patent lile or splits the patent fife with a side doal
without net consideration flowmg to the genevie, (5 Tr. 932.933, 937-38 (Bresnahan); 29 Tr.
7147-51 (Willig)). Such settlements create little risk of impeding competition, because it s not
likely to create more monopoly than would liligating, (29 Tr. 7151 (Willig).

Complaint Counsel’s Besponse (o Findings No. 3.375-86:

All these proposcd lindings are irrelevant because the complaint does not
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challenge settlement agreements with “side deals,” standing zlone, but rathcr, Schering’s
making a cash payment to Lipsher to jndvoec it to agree Lo delay taunching its generic
product for a longer period than it would have apreed Lo in lhe absence of that payment.
See Complamt | 64. Owe of the prongs of the lest that Professor Bresnahan emploved in
his analysis of whether a settlement agreament wag anlicompetitive was whether there
was & payment to delay generic entry inta competition with a monopoly product. Tr. at
3:41 {Bresnghan). This question is relevant because if the payment is for delay, then the
potential threat to the monopoly power 1s reduced or delayed into the fulure. Such a delay
or reduction in the threat to monopoly power is anlicompehtive. ‘I, at 3:421-22
{Bresnahan). By ils own lerms, therefors, the analysis that Professor Bresnahan
employed applics only 1o certain kinds of “side deals” and only in a very limited subsct of
all patent litigation settlements.

The proposed finding is contradicled by other evidence in the record. Schering’s
settlement expert, Mo, (FShaughnessy, admilled that a rule prohibiting net consideration
Howing from the patentes to the cntrant would affect only a small mumber of seftlement,
relative to the number of lawsuits. “I'r. at 29:7111-13. Moreover, Schening has made no
showing that payment of the type challenged in this case arc nccessary (o reach
scillements., Rather, the anchallenged cvidence in the record shows thal reverse paymenis
of the lype found in this case are not known by respondents’ expert witnesses to have
been used in the selllement of any other patent liligalion, and that such payments arc not
necessary lo sellle patent lawswmits. CPF 1415-1420, 1424, In fact, Schering’s patent

settlement cxpert testified that cash pavments are not an effective tool for valus creation
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in settlements. C'PF 1421-1424. Thus, there is no basis for the conclusion that the rule of

law complaint counsel secks would have a “chilling clTect” on side deals in settlements.

3.377. Even if the patent splitting arrangement is accompanted by a fair-value side deal,
it raises no significant issues of competitive concern and should not be the subject of
intervention. (29 Tr. 7147 (Willig)). Like settlements withowt side deals, they raise no additional
risks of harm lo competition or the creation of more monopoiy. {29 Tr. 7153-54 (Willig)). Thete
18 also the cxtra benefit that the side deal may help facilitate the attainment of a scitlement in the
first place, which has its own social benefit. (2% Tr. 7154 (Willig)). Thus, Professor Willig
agrees with complaint counsel’s decision not to challenge the sctiloment of patent disputes by an
agreemenl on a date of entry, standing alone, or by the payment of [air markel value m
conncerion with side deals 1o such an agreement. (29 Tr. 7154 (Willig)).

Complaint Counsel’s Response 1o Finding No. 3.377:

Complaint Counscl has no specific response, see CPRI 3.376.

2, ‘The Link Between the Extrinsic Valne Creation Components and the
' Settlement

3.378. Professor Bresnahan testified that under his rule, litigants could not facilitate the
settlement of a patent litigation through a linked exirinsic deal. Professor Bresnahan testified, “If
you wanted to be safe, the thing to do would be break the linkage ™ Breaking the linkape means
thai the branded firm has to be able to walk away from Lhe licenses and the generic has te be ablc

to walk away from the settlement. Praftssor Bresnahan could not think of a single integrated
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transaction that would satisfy the Bresnahan mle. (5 Tr. 1019-20 (Bresitahan).

Complaint Counscl’s Response o Finding Mo, 3.

The proposed [inding 1s tusleading. Professor Bresnahan did not testify that
litigants could not facilitate the seitlemeni of a patent litigation through a linked extrinsic
dleal; that treaking the linkage between the settlement and the extringic deal was the only
to avoid a conclusion that there was no transfer of nel value to the potcntial entrant: that
the parties bemg able te walk away from parts of the deal was the only way to break the
linkage between the lwo deals; or that there was no “single integrated transaction that
would satisfy the Bresnahan rulc.”

At the cited part of the transcript, Professor Bresnahan was asked : “Whai does
Schenng-Plough have to do to caleulate net posilive value éo that it’s safc in doing the
side lcensing deal? Can you just give me an excomple? Tr. at 5:1019 (emphasis added).
In his answer, Professor Bresnahan gave one such cxarple: “Oh, there’s an easy way.
Just split the deals . .. “ Tr. at 5:1019 (Bresnahan).

A bit later, Professor Bresnahan was asked whether his positions was that
“Schering-Plough needs to do some kind of ordinary course of business assessment of the
licensing in order to be safe with the valuation calculation, sir?" His answer was: “In
order to be sale? ... If you wanted to be safz, the thing to do would be to break the
Iinkage.™ Tr. at 5:102[ (Bresnahan}.

in between these two exchanges, Professor Bresnahan testified that he would not
say that two deals were linked i’ the branded firm can walk away [rom the licenses and

the genenc entrant can walk away from the patent settlement. Tr. at 5:1019-20
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{Bresnahan). His statement thal there could not be a single, global iransaclion Lhat would
have “readily satisfied the Bresnahan test” (Mr. Gidley’s words) was in response to a
question relating specifically o (he Schenng/Thpsher agrsemenl at 1ssue in this case.

See CPRE 3.3760.

3.379. Mr. O’ Shaughnessy undcrstands Prolessor Bresnahan’s approach to require two
delmked transactions. (20 Tr. 7095 {{)’Shaughnessy)). Mr. ("shaughnessy save that this

approach would make most settlements difficult or impossible to achieve. (29 Tr. 70949

(O?Shaughnessy)).

Complaint Counsel’s Response to Finding No. 3.375:

The first sentence is cotdrary to more reliable evidence., Mr. O Shanghnessy has
misintcrpreied Professor Bresnahan's approach; therefore, Mr, O Shaughnessy criticisms
o[ Prolessor Bresnahan are irrelevant. CPRE 3.378,

The second sentence of the propesed finding is conivadicted by other evidence in
the record. Professor Baverman, an expertin the fields of negotiation and dispute
rasulul?un, Tr. al 36:8488 and 8491, disapgreed with the opinion (hat to the extent that net
consideration was not allowed in scitlement agreements, parties would be less likely to
settle litigation. In stead, he testified that such 2 mle could property chill agreement
where the parties were creating value for themselves at the expense of consumers, hut that
he saw 0o reason “why parties wouldn’t continue to be able to reach those kinds of
apgreements” thal “creale true joinl value without taking it from the conswmers.” He

concluded that “the only agreement that I see being chilled are agreernents that society
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would be beller off having chilled..” Tr. at 36:8523 {Bazerman).

3.380. The value-crealing deal is linked to the ability to achieve settlement. Adter
developing an exlrinsic value-ereating deal, parties do not continue litigating the case. (29 I'r.
7086-87 (O Shaughnessy)). To do so would be illogical, because the transaction and the
scttlement are simply multiple componenis of the same transaction. {29 Tr. 7087
{0’ Shaughnessy}). Further, the partics arc attempting to work 1ogether 1n the value-creating deal,
and a continuing “rancorous disputs” would not foster such cooperation. (29 Tr. 7087-88
{O’Shaughnessy)). Finally, if there were a payment involved in the extrinsic deal, the parly
would eflectively be funding the other party’s higation. {29 Tr. 7088 ((’Shaughnessy))

Complaint Counsel’s Responsc to Finding No. 3.380:

This meaning of this proposed finding is unclear. Tt appears to suggest that Mr,
O’ Shanghnessy believed that “delinking” the transactions would reqguire the parties to
contmue the litigation after they entered inte to side deal. This conelusion does not
follow eilher from Professor Bresnahan's testimony itself, discussed at Froposed Fiding
3.378, ot frotn Mr. O"Shaughnessy™s testitnony (hat his understanding of the delinking
concept was that “if it's a worthy transaction in the scope of setthing the dispute, it"s
equally worthy outside the scope of the dispute.” Tr. at 29:7098.

To the degree that this proposed finding suggests that banning net consideration
being paid by monopolists to generic entrants to delay entry, the fnding is conlrary (o

more relinble evidence. See CPREF 3.381.
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3.381. Profeszor Willig testified that any requirement to sever settlements and side deals

would have a negative impact on social welfare (20 'I'. 7155-37 (Willig)). 1f parties tryving to

rcach a settlement found it dangerous to link a side deal, whether or not it invelved net

consideration, it would be harder for to settle of flie underlying litigation (29 Tr. 7157 (Willig)).

Such rule also contrary to conserving judicial resources (29 Tr. 7157-58 (Willig)).

The proposed finding is contradicted by other evidence in the record. Professor
Bazerman, an expert in the ficlds of negotiation and dispute resolution, Tr. at 36:348% and
8401, disagresd with the opinion that to the extent that net consideration was not allowed
in settlement agreements, parlies would be less likely to settle litigation. Instead, he
testified thal such a rule could properly chill agreemeni where the parties were creating
value for themselves at the cxpense of consumers, bul that he saw no reason “why parties
wouldn’t continne to be able to reach those kinds of agreetnents™ thal “create lrue joint
value without taking it from the consumers.”™ He concluded that “the only agreemem thar
I se¢ being chilled are agreements that society would be better of having chilled..” Tr. at
36:8523 (Bazerman).

Moreover, the proposed finding is coniradicted by the testimony of Dr. Willig
himsclf and other of respondent’s expert witnesses. Dr. Willig admitted that he knew ol
no real-world instance in which parties were not abkle to settle bocansc thore a was a gap
in the partiss’ positions and ne one was able to pay pet consideration to the other to help
bridge the gap. Tr. at 26:7316 (Willig); CPF 1418, Professor Mnookin, Dr. Addanki,

Myr. Miller and Mr. O°Shaughnessy all admitted that the were not familiar wiih any patent
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selllements, other than the oncs involved in this case, where the patont holder make a
one-way cash payvment to the alleged infringer in a settlement agreement. CPF 1417,
Yet, Dr. Addanki, Dr. Willig, and Dr. Kerr all acknowledged that a majority of patent
cases do seftle. CPF 1419, No witness in this proceeding provided testified to any
knowledge of cash payments of the type found here having occurred in the seittement of

any other patent case.

a The Level of Due Diligence Performed on Valuc-Creating Trades
Linked to Settlements

3.382. Professor Bresnahan’s analysis would require a firm to cngage in customary duc
diligenee in the extrinsic value creation transaction. This would make most scttlaments difficult
or impossible io achieve. (22 Tr. 7098-%% {O"ShaughnessyY) With pressmre to setfle, there is no
time to perform customary due dihgence, (29 Tr, 7099 {0°Shaughnessy)). The partics will only
hecome maore polarized with the passage of time. (29 Tr. 7099 (O’Shaughnessy)).

Complaint Counsel’s Response 1o Findines No. 3.382-86:

The proposed {indings arc mislcading in the suggestion that the absence of due
diligence on value-creating trades linked to settlements would lead to the conclusion that
net consideration had been paid or that the agreemoent was anlicompetitive, As was
discussed in connection with complaint counsel’s responsc (o proposed finding 3.378,
Prefessor Bresnahan did not testify that the shsence of “ardinary conrse of business
assessment of the licensing” would necessarily result in a conclusion that a side deal was

anlicompetitive. The third prong ol Prolessor Bresnahan’s analysis was whether there
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was a payment to delay generic entry into competition with a monopely product. Tr. at
3:419 {Brespahan). Lhe presence of net consideration 1s only one part of the test, and the
ahsence of due diligence is only one part of the analysis of whether net consideration was
paid. In this matter, lack of normal due diligencc is only one of 6 grounds (ncluding
evidence relating to the negotiation of the agresment) that we rely on to support the

conclusion that the $60 million payment was not for the licenses. See CPF 166-808.

The proposed finding i3 contrary to rehiable cvidence. Possessor Bresnahan nover
stuted that parties mmst do ordinary due diligenec. CPRF 3.378.

The propased finding is contrary to Mr. O’ Shanghnessy’s own (leslimony.
Although he teshified that equal or pessimistic assessments of the patenl case are not
scldorm at the end of lifigalion: “I mean by the end of the proccss, and vou might take
advantage and create some pessimism 1o drve a party to sefilement.” 29 Tr. at 7126-27

{C' Shaughnessy).

3.383. Asamediator, Mr. ()’ Shaughnessy ries to create a sense of pressure o selile
while sinmultaneously bringing the parties logether in a consensual process. (29 Tr. 7094-95
{0"Shaughnessy)). Once the settlement process gaing momenturmn, a mediator “galvanize[s] that
pressure.” (29 Tr. 7095 (O'Shaughncsay)). A mcdiator tells the parties that this is their last
chanee to seize the offercd opportunity, to “'get if, sinke while the iron is hot™ that “[tThere 15 no

Lime for a lot of analysis,” and that there is no time for “endless due diligence.” (29 Tr. 7096
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(O’ Shaughncssy)}.

Complaint Connsel’s Response to Finding No. 3.383:

Conplaint Counsel has no specific regponse, see CPRF 3.382.

3.384. Ifarule were made that parties to multidimensionat scuilernents were required Lo
undertake customary due diligence, it would be much more difficult to cnier into such settlement
agreements. (26 Tr. 6336 (Kerr}). This would reduce the number of pro-competitive outcomes,
(26 Tr. 6357 (Kem)).

Complaint Counsel’s Response to Finding No. 3.384:

Complaint Counsel has no specific response, sec CPRF 3.382.

3.385. Even if an analyst had evaiuated a polenlial extrinsic value-creating transaciion
and approved it, Mr. "Shaughnessy could still nol go forward with extrinsic value creation, if
the company notmally engages in extensive duc diligence. (29 Tr. 7106-07 ({’Shaughnessy)).

Complaint Connsel’s Regponse to Finding No, 3.385:

Complaint Connscl has no specific response, see CPRF 3.382.

3.386. "Il would be unsafe ... to proceced further with the settlement.” (29 Tr. 7107
(¥ Shanghmcssy)). Acconlingly, very few disputes would be settled if the FTC required proof

that there was no net consideration. {29 Tr. 7133-34 {0"Shaughnessy)).

Complaint Counisel’s Response to Finding No. 3.386

This linding, and Mr. O'Shaughnessy’s testimony, lead to the conclusion that no
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settlement, no matter how imbicompelitive 1115, should be subject lo anlitrust or any other
review, because it would chill seltlemeni agrcements. This is an extraordinary assertion,
not sipported by any evidence excepl the insipported opimons of respondents” experts,
and inconsistent with common sense. Morever, il is incongistent with the law. See
Complaint Counsel’s Brief in Supporl of Proposed Findings of Facl and Conclusions of
Law 65-66 {Apnl 15, 2002}

The proposed finding is contrary to more reliable evidenee, See CPRF 3.381.

Sew CPRIF 5,382,
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