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gather marketvide informationdirectly from businesses and other market
participants t@reparesystematic, institutional stud[ies] of realorld industries
and activities ' Of particular relevance heréyg Commission hassueda variety
of empirical studiesddressinghe competitive dynamics of generic substitution
for brandnamedrugs? Because of itenforcement responsibilities addep
background in generic drug competition, the Commission fileahainus briein
the district court proceedings, oppostefendants motion to dismiss.

STATEMENT OF THE CAS E
1. Prescription Drugs and Generic Competition

Before marketing a new drug, a pharmaceuticahufacturer muditle a

new drug application NDA) with the Food and Drug Administration and

! Report of thABA Section of Antitrust La@pecial Committee, 58 Antitrust L.J.
43, 103 (1989)seel5 U.S.C. 8§ 46(b) The Supreme Court and this Court have
frequently relied on such FTC studies. See, Earaco Pharm. Labs., Ltd. v.
Novo Nordisk A/S132 S. Ct. 1670, 1678 (201 Xing Drug Co. of Florence, Inc.
v. SmithKline Beecham Cor@91 F.3d 388, 404 n.21 (3d Cir. 2015)

2 SeeFTC, Authorized Generic Drugs: Shefierm Effects and LoA§ierm Impact
(2011) (AG Report), http://www.ftc.gov/os/2011/08011genericdrugreport.pdf;
Allison Masson & Robert L. Steiner, FTGgeneric Substitution and Prescription
Drug Prices: Economic Effects of State Drug Product Selection ba®43
(1985)( Masson & Steiner )https://www.ftc.gov/reports/genersubstituton
prescriptiondrug-priceseconomieeffectsstatedrugproductselection FTC,

Drug Product Selection, Staff Report, Bureau of Consumer Protection (1979)
( Drug Product Selectiopy http://catalog.hathitrust.org/Record/000258518.
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obtain FDA approval21 U.S.C. 8355(b) A drug approved under the NDA
process is oftenalleda brandname drug.

Before 1984, a generic drug manufacturer had to unddtiakeame NDA
process as a branmhme drugmaker. That requirement deterred generic entry
because the NDA process is costly and can take many years to complete. To
address that concern, Congreasacted legislatiom 1984 known informally as
the Hatch-Waxman Acthatpromotes competition while continuing to encowag
innovation® Among its other provisionshé HatchWaxman Actenablegjeneric
manufacturesto usea streamlined proce$s obtainFDA approvalfor generic
versiors of previously introduced brangame drug. Specifically,the Act allows
generic manufacturers fibe Abbreviated New Drug Applications ( ANDAS )hat
rely on brandmanufactures existingsafety and efficacy studigeducingthe
costs ofgeneric drug developmeand expeditinghe FDA approval process. 21
U.S.C. 88355())(2)(A)(iD), (iii), (iv); see alsaote9, infra (discussing other Hateh
Waxman provisions)

Because ofa@gulatory constraints on the distribution of prescription drugs to
individual consumer$=DA approval by itself does not allow generic drugs to

compete efficiently with brandame prescription drugs. In most other markets,

® Drug Price Competition and Patent Term Restoration Act of 1984, Pub. L. No.
98417 (codified at various sections of Titles 15, 21, 28, and 35 of the U.S. Code).



consumes select, pay for, and use the products of their choice,cangetition for
their business keeps prices competitivEhat dynamic is absent in the prescription
drug markgtlace By law, aconsumercannot obtain prescriptiairugs withot

the approval of a third party prescribing physician. And the
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marketplace. Sqm.24-25, infra. Moreoverdeploying resources to marketing
activitiescould undermine the generic companies ability to offer leprered
alternatives to brand drug§eeNamenda787 F.3d ab656n.30.

Since the late 1970gate legislaturethroughout the country have sougt
address the prescribpayor pricing disconnect by enacting laws that enédld
sometimes requiregd pharmacist to substituégherapeutically equivalemfeneric
drug(known as an ABrated drug)when presented with a prescription for a
brandname drugunless a physician directs or the patient requests otherwise.
These substitution lawsster price competition by allowing parties who have
financial incentives to make price comparisoneeé pharmacist and the patient
to select drug products on the basis of priderug Product Selection at #or
example retail pharmacies have financial incensive make efficient generic
substitutions because they compete with other pharmacies on price and because
theyearngreater profs on generisthan branehamedrugs. SedMlasson &

Steinerat 7.

°> The FDA grants a generic drug an AB rating if the drug contains the same
active pharmaceutitangredient as the branded drug, has the same dosage and
form, and exhibits a similar rate and extent of absorption as the brand product. As
a practical matter, that FDA determination triggers state autosbistitution

laws for particular drugsSeeNamenda787 F.3d at 645. Today, all states and the
District of Columbia have such laws. Seeat 64445.



Once unleashed, generic competitshrarplylowersdrug prices. In 2014,
brandname drugs accounted for 12 percent of total prescriptions but nearly 72
percent of total consumer spending ($374 billion) on prescription drugs. IMS Inst.
for Healthcare Informatics, Medicine Use and Spending Shifts: A Review of the
Useof Medicines in the U.S. in 2014, at 5, 15 (Apr. 2015). That disparity arises
from, inter alia, the monopoly prices that pharmaceutical companies charge for
certain branehamedrug productsand the much lower prices thaevail once
generics enter

As FTC studieseveal
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Budget Office and other researchkave reached similar conclusiohsn short,
consumers benefit enormously from generic competiiaung about$239billion
in 2013 aloné

This is not to say thatompetition policy should focus singheindedly on
lowering prices. For example, patent lengate incentives for innovation by
granting inventors rights of exclusivity and enabling them to earn high profits
during the patent term. But Congress limipadent rights to a fixed period of
years because it concluded that, beyond that period, consumers interests in
competitivepricing outweigh whatever incremental innovation incentives a longer
patent term would create. Anédause Congress alsnderstood that some drug
patents are weadr narrow the HatchWaxman Act contains provisions that
encourage generic manufacturers to challenge the patents claimed fon&naad-
drugs. SeefActavis 133 S. Ct. a22829; see also idat 2233(recognizing

patent-related policy of eliminating unwarranted patent grants so the public will

" See CBOHow Increased Competition from Generic Drugs Has Affected Prices
and Returns in the Pharmaceutical Industyiii, 28 (Jul. 1998)Murray L.

Aitken et al, The Regulation of Prescription Drug Competition and Market
Responses: Patterns in Prices and Sales Following Loss of Exclusivity, National
Bureau of Economic Research (Oct. 2013); Henry G. Grabowski and John M.
Vernon,Brand Loyalty, Entry, and Price Competition in Pharmaceuticals After the
1984 Drug Act35 J. L. & Econ. 331 (1992)

® Generic Pharm. Ass n, Generic Drug Savings in the, &Sl (6th ed. 2014); see
alsoU.S. Gov t Accountability Off., Report No. GAT?-371R, Savings from
Generic Drug Us®-11 (2012), http://www.gao.gov/assets/590/588064.pdf



not continually be required to pay tribute to woldd-monopolist without need
or justification ) (quoting Lear, Inc. v. Adking€95 U.S. 653, 670 (1969

2. Efforts to Impede Generic Entry Through “Product Hopping”

This case involveallegations thaa drugcompanyunlawfully suppressed
generic competition and maintained its monopoly pdweugha grategy called
product hopping. A typical producthopping scheme works as follows. A
brandnamepharmaceutical compam@xpectgyeneric rivals tavin FDA approval
to compete with the company s profitable braraime drug using automatically
substitutable ABratedequivalents.To thwart suclsubstitution, the brandame
company introducesiinor changes to the drugfermulation, such as
therapeutically insignificant tweaks to dosdgwelsorto theform of
administration €.g, capsules vs. tablets).

Before generiequivalents have a chance to enteedrandname

manufacturethentakesvarious step$o extinguish
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automatic substitution at the pharmacy. But automatic substitution ordinarily
requiresan FDA determination dherapeutic equivalencean AB rating. In
general, because an ABting is specific to dosage and foranpharmacist cannot
automatically suldigute a generic druthat differs everslightly from the dosage or
form of the prescribetirandnamedrug’? Thus, f a brandname manufacturer
tweaksits brandname producshortlybefore anticipatedeneric entryand begins
eliminating the market for the original formulationgcan impede competition from
would-be generic entrants, which have sought FDA approval to sell a generic
version onlyof the original formulation and not tleplacement The foiled
generic entrant can try to make conforming changes to its own produitt, but
cannot sellts reformulatedversionwithout restartingthe FDA approvalprocess
(andunder certain circumstancpsovokingpatent litigation andutomatic
regulatory stays (saete 10supra)). The branehamemanufacturer s will-timed
tweaks tats drugs canthuscreate an everetreating horizon of generic

competition at the expense of consumers.

12Seeg.g.,Rebecca S. Yoshitani & Ellen S. Cooper, Pharmaceutical
Reformulation: The Growth of Life Cycle Management, 7 Houston J. Health &
Pol y 379, 398 (2007)

10
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3.  Warner Chilcott’'s Alleged Product-Hopping and the District
Court Decision

The producthopping scheme alleged in this caselves delayedelease
doxycycline hyclate, a prescription drug used primarily to treat severe acne.
JA.17. DefendaritVarnerChilcott markets a brandame form of the drugold
under the namBoryx; plaintiff Mylan sought to market a generic version.

Mylan allegesthat, beforegeneric entryWarner Chilcott engaged ima
anticompetitive produehopping schemby curtailing the availability of the
original formulationin orderto shift the market tohree successive product
reformulations that, according to Mylaoffered little or no therapeutlzenefit to
consumers.SeeMylan Br. 8-17. Mylan claims thathis conduct impeded
meaningful generic competition and preser\Warner Chilcott s monopoly
profits, notbecause the market valuttek reformulationson the merits, but
becaus&Varner Chilcott had successfully manipulatiee pharmaceutical
regulatory system

After discovery, the distriatourt granted summary judgmentWarner
Chilcott. The court firstoncludedhatnoreasonable jurorauld find on this
recordthat Warner Chilcott hachonopoly powergiven what the court deemed
uncontradicted evdence of the interchangability of Doryx with othepral
tetracyclins. JA.31. The courturther heldthat, even if Warner Chilcott had

monopoly powerthe producthopping schemwould not have violated the

11



Sherman Act. The court acceptguendoMylan s claimsthatWarner Chilcott
made the Doryx hops primarily to defeat generic competition and that the
hops preventedMylan from taking advantage of more profitable means of
distributing its generic Doy JA.25, 40. But the court nonetheless gkt

Mylan could have competed against Warner Chilcott through means other than
automatic substitution and faulted Mylan for not pronmiia generic versions of
Doryx through, for example, advertising and marketing. JA838The court
furthercharacterized automatic substitution as a regulatory windfalyeneric
manufacturerandconcluded that Warner Chilcott s effottsdeny Mylan the
benefits othat mere windfall were hardly predatory. JA.47.

SUMMARY OF ARGUMENT

1. The district court s analysis of the threshold monojpolyver question
foundered on a basic misunderstanding ofsfherial characteristics of the
pharmaceutical marketplacé&enerics are unique sources of competition for
brandname prescription drugs. Without automatic substitution, the disconnect
between prescribing physicians and payors often insulates brand-name prescription
drugs from effedve price competition, and a given drug may be priced at

monopoly leveleven if other drugs are therapeutically similar

12



13
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consumers by impeding the rivals competitakglity to discipline monopoly
prices.

As the Second Circuit recently held in Namerttiat principle applies to
anticompetitive product hops, which deprive generics of thest indeed, often
their only efficient distribution mechanism: automatic substitution at the
pharmacy.The district court here was wrong to dismiss automatic substitution as a
mere regulatory windfall undeserving of antitrust protectidgtate and federal
laws facilitate automatic substitution as an efficeslution tothe regulation
induceddisconnecbetween thg@hysicians wh@hooseadrugs and the market
actors who pay for themAnd amonopolist may not avoid antitrust liability
simply because the efficiedistribution mechanism it destroys was created in part
by procompetitivegovernment action.

Contrary to the district cougsuggestion, policies favoringnovation do
not categorically preclude antitrust liability for procinctpping. In well-
functioning markets, a modified product s success is typically evidence that
consumers value the innovation. similar inference is not always warranted in the
pharmaceutical marketplace, however, because the physidianshoose
prescription drugs do not pay for them and thus do not internalize the economic
costs of anticompetitive product modificationss e Second Circuit held in

Namendapharmaceutical innovation is also unlikely to be chilled simply because

14
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antitrust law holds brandame manufacturers liable when they makeor
product tweaks to avoid automatic substitution and take calculafesitstamage
or destroythe market for the original formulation.

ARGUMENT

A plaintiff alleging unlawfulmonopolization under Section 2 of the
Sherman Act must proveo elements: (1) the possession of monopoly power in
the relevant market and (2) the willful acquisition or maintenance of that power
through anticompetitive means, as distinct from competition on the merits.
Broadcom Corp. v. Qualcomm In&01 F.3a297, 307(3d Cir. 2007)quoting
United States v. Grinnell Corp384 U.S. 563, 57401 (1966). This brief
addresssthosetwo elementsn turn. The FTC offes no views on how a
factfinder should ultimatg resolvethis casdout explains whyhe district court s
grant ofsummary judgmemniesedon fundamentally flawed reasoning.
l. THE DISTRICT COURT ERRED BY | GNORING THE UNIQUE

CHARACTERISTICS OF PHARMACEUTICAL MARKETS IN TS ANALYSIS OF
MoNoPOLY POWER

Monopoly power is thepowerto control prices oexclude competition.
Harrison Aire, Inc. v. Aerostar Int’l, Inc423 F.3d 374, 380 (3d Cir. 2005)
(quotingUnited States v. E.l. du Pont de Nemours & G61 U.S. 377, 391
(1956). Monopoly power may be established throdglkct evidence, such as

prices substantially above the competitive level, United States v. Microsoft

15



Corp, 253 F.3d 34, 51 (D.C. Cir. 200@n bang, orindirect evidence, such as a

large share of a relevant market

16



sales).See Payfor-Delay Reportait 8 Generic entry has sucadicalcompetitive
effectspreciselybecause¢he generic is a uniquely close competitor to its brand-
name counterpart, and many braraime prescriptiodrugs face only weak
competition from other drugs. é@eric entrywould not have such an enormous
averagempact on price and market shé@reompetition from other drugs had
alreadydriven down prices for typical brarmtkme drugs.

In short price competitiorfrom other drugs is often so attenuated in the
absence of automatic substitutidhatbrandname manufacturecanmaintain
prices substantially above the competitive levéthe key criterion for monopoly

power. Microsoft 253 F.3d at 51 That markep3(y)]TJ Td [()Tjo>2 0 Tc p-]TI/TT1i7 Tw

17



Thedistrict court waghusmistaken whenpn summary judgmenit, found a
broader markeftereon the basis abstensiblesvidence thatmmanydermatologists
view other oral tetracyclines as therapeutically interchangeable with Dimryx
some patients. JA.3Zunctional interchangedgiby betweenproductss the
beginning, not the endf theanalysis:* At bottom, the monopolpower analysis
asks whether the prospect of substitution is strong enough to keepatrices
competitive levels.See, e.gGeneva Pharnilech. Corp. v. Barr Labs. In886
F.3d 485496 (2d Cir. 2004) ( The goal in defining the relevant market is to
identify the market participants and competitive pressures that restrain an
individual firm s ability to raise prices above the competitive lgvdh
pharmaceutical marketdhe prescribepayor disconnect often limits such prce

motivated substitution, even amgtherapeuticallysimilar drugs™

Prescription Drugs Antitrust Litig.186 F.3d 781, 787 (7th Cir. 1999)t would
not be surprising, therefore, if every manufacturer of brand name prescription

18
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existence of significant substitution in the eventusther price increasgor even
at the currenprice does not tell us whether the defendant alrexeycises

significant market power.

20



alternativedrug, competing in the same market, has yet discipligedActavis
133 S. Ct. aR236(observing that expensive efforts to block generic competition
can demonstrate market powercard King Drug Co. of Florence, Inc. v.
Cephalon, InG.No. 2:06¢v-1797, 2015 WL 356913, at *10 (E.D. Pa. Jan. 28,
2015) Otherwise, thdrandname company would likely perceive little value in
executing the product hop.

Again,the FTC takes no position on whether My&ould ultimately
prevail on the monopoipower issugthat depends on the facts. But the district
court sgrant of summary judgment rested on economically unsound rationales that
ignore definingfeatures of the pharmaceutical marketplace.

. PHARMACEUTICAL PRODUCT REDESIGN CAN VIOLATE SECTION 2 OF THE

21



A.  Product-Hopping Schemes Designed To Destroy Efficient Generic
Distribution Mechanisms Can Constitute Exclusionary Conduct

A monopolist sconduct is anticompetitive if, through something other than
competition on the merits, [it] has the effect of significantly reducing usage of
rivals products and hence protecting [the] ... monopoly. Micro25%8 F.3dat

65, see alsdBroadcom, 501 F.3d at 308nited States v. Dentsply Int’l, InG99

22






undertook the Doryx product hops primarily to defeat generic competition.
JA.25. Butthe court found that there was no exclusionary cohcagcause
generics could reach consumers thougker alia, advertising [orpromotion.
JA.41. In other words, the districburt held that a brand compamgaywith
impunity destroywhat is often the onlyneans of generic distributionautomatic
substitution so long as generics remain hypothetically free to pursue new and

morecostly distribution alternatives

24



ensure that a pharmacist would substitute its product, rather than one made by one
of its generic competitorsand thusadditional expenditures by generics on
marketing would be impractical and ineffectivéd. at656. Andevenif a generic
manufacturer auld expecthat itsmarketingredound only to its own benefit,
marketing costs [would$everely impact generic manufacturers ability to offer
the lowerprices upon which they competeld. at 656 n.30° In thecontextof
therapeutically equivalent generic druthgt outcome would thwart the efforts of
Congresand the states to make sugdmnerics available to consumers by means of
automatic substitutioand thuswvithout the extra costs imposed imarketing

The district couralsosuggestedhat Warner Chilcott s efforts to shut down
automatic substitution were hardly predatory because, in the court s view,
automatic substitution is a mere regulatory windfall. JA.4lhere is no basis
for either thewindfall characterizatioor thecourt s legalkconclusion Congress
and the states created automatigsstutionmechanismso correct a market
failure arising fronprescription drug regulation: the disconnect between the

physicians who choose amodgugs and the patients and insunghe pay for

'8 G eneric manufacturers are able to sell their products for lower prices because
inter alia, they generally do not pay for costly advertising, marketing, and
promotion. FDA, Facts about Generic Drugs (June 19, 2015),
http://www.fdagov/drugs/resourcesforyou/consumers/buyingusingmedicinesafely/

25






consensus bgdopting broadationales that would bar produabppingliability in
almostall circumstances.

B. Innovation Concerns, While Relevantand Important, Should Not
Categorically Preclude ProductHopping Liability

Oncea plaintiff demonstratgharm to competition, the burdehifts to the
defendant teshowa nonpretextual and offsetting procompetitive justification
Microsoft 253F.3d at 59seee.g, Namenda787 F.3d at 652A defendant
typically defends a product hop on the grositidht therevisedformulation is
superior to th@riginal oneand that the specter of liability would deter future
pharmaceutical innovation. The district court appeared to accepitioatation

concernas a basis for rejecting product-

27






chooseorescription drugslo not pay for them and thds notaccount for the
economiccostsof anticompetitive product modification&ee Abbott Labs432 F.

Supp. 2d at 422

29
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But when a brandiame company conducts an anticompetitive product hop
with no countervailing justificatigrthe benefits oantitrust enforcementthe
promotion of competitiomand efficient pricing outweighanyresidual risk of
chilling actualpharmaceutical innovation. Indeedfdanything,foreclosing
antitrust liability in those circumstances might itself sometiaigé genuine
innovation. As the Second Circuit explath immunizing product hopping from
antitrust scrutiny may deter significant innovation by encouraging manufacturers to
focus on switching the market to trivial or minor product reformulations rather
than investing in the research and development necessieydtop riskier, but
medically significant, innovations. It 659.

In this case, Mylan argues that War@ilcotts product hoghad no
redeeming therapeutic value and wlasigned solely to thwart generic
competition. The district court did not examine that clamthe meritsinstead, it
expressetbroadbrushoppositionto producthopping liabilityin any
circumstances. This Court should thus remand the case witlctistis to apply

theantitrustprinciplesset forth above.

30



CONCLUSION

The Court should reverse and remand for further proceedings.
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