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rage orgc

» Followed by UNCTAD negotiatio
agenda, competition working group at WTO, work progrc
(see F. Abbott, Public Policy and Global Technological Integration 1996 —
SSRN: 1989042)

» WTO TRIPS Agreement references competition law in a non-restrictive manner
leaving substantial flexibility

Vi . \

» Incorporation of national freatment significant

» See F. Abbott, Are the Competition Rules in the WTO TRIPS Agreement
Adequatee 2004 — SSRN: 9217108



USING COMPETITION LAW TrGiﬂiﬂg

TO PROMOTE ACCESSTO
HEALTH TECHNOLOGIES

A guidebook for low- and middle-income countries



» HOrzo
competitors in the productic
relevant goods or services
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» Vertical: the supply and distribution chain from a single
producer, such as the chain moving from manutfacturing
to supply of wholesalers and distributors to retail sellers

» Anti-competitive objectives of behaviors may be simdtar,
but specific competition rules may vary



among two or more pc
horizontal or vertical relationship

» 'Monopoly" and "dominant position” generally refer to a

single firm capable of dictating pricing and terms of supply
INn relevant market

» Ownership of a monopoly is not In itself wrongful

» Competition law violations require abuse in obtairiing or
maintaining monopoly/dominant position



to be unju
balancing assessment
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» Includes price-fixing among horizontal competitors and

norizontal output restraints /
» “Rule of reason” assessment: potentially pro-competitive

neutral effects of agreements balanced with po’ren’rio
market-restrictive effects to decide whether agreemefits
are, on the whole, anti-competitive




pharmacec

» In some countries governments mo
health products and services

> kC):;C)jmpe’ri’rive bidding used frequently, typically through secret
ids

» Lowest priced qualified bid meeting specifications
accepted

» Creates temptation for prospective bidders to "rig” bidding by
fixing lowest-priced bid, and allocating current (e.g., dividing
supply under awarded contract) and/or future tender
among suppliers

. N/
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by corrupt pay

» To assure that evidence of bid-rigging
reported

» From competition law standpoint, bid rigging represents price-
fixing among typically horizontal competitors (though may be
"intra-brand” (i.e. same product) collusion among independent
distributors)

» Examples of bid-rigging extend to provision of health-care
services



market
» Despite legislative monopoly, patents may be ak

» Filing and prosecuting patent applications may be undertaken in
anficompetitive manner, e.q., filing of application in bad faith near
end of patent term to block generic competition

» Also, litigation based on suspect patents may be commenced o
delay generic entry

» European Commission Competition Directorate Pharmacgutical
Sector Inquiry Report (2009) detailed patent abuse



appeal brought by As
Court of 2010.... The Commission had fin
abusing its dominant position relating to its best-selling anti-
medicine Losec. The Court of Justice ruled for the first fime on a
Commission decision on the abuse of a dominant market position in
the pharmaceutical sector. Today’s judgment is significant as it clarifie
a humber of issues of principle in relation to market definition,
dominance and the concept of an abuse in the meaning of Articl
102 TFEU. In particular, it confirms that misuses of regulatory proc
can in certain circumstances constitute abuses of a dominant position
within the meaning of EU anfitrust rules (Article 102 of the Treaty on the
Functioning ofthe European Union).



“buy-out” of generic C
decision invalidating patents

» Various forms of compensation
» Straightforward cash payment
» License to generic producer to market patented or other produgis
» Allocation of geographic markets

» Objective to extend patent owner control to end of patent (erm



ransd

\/

» Patent owner retains high revenue strec
may earn substantial income without litigation risk

» Prospective loser is consumer/patient, assuming generic
challenge successtul
.|.

» N 2013 US Supreme Court decided that buyout se’r’rlem
of generic producer patent challenges are subject 107 rule
of reason’” assessment under the antifrust laws



“Given these factors, |
anftitrust legality by measuring the settlemen
effects solely against patent law policy, rather than by
measuring them against procompetitive antitrust policies as well.

And indeed, contrary to the Circuit’s view that the only pertinent /
qguestion is whether ‘the seftflement agreement ... fall[s] within’
the legitimate ‘scope’ of the patent’s ‘exclusionary potential,
... this Court has indicated that patent and antitrust policie
are both relevant in determining the ‘scope of the patent
monopoly’—and consequently antitrust law immunity—that is
conferred by a patent.” (bold added)




United States,
individual as the core objective of C

“the main cause which led to the legislation was the thoug g
was required by the economic condition of the times ... combinations
known as trusts were being mulifiplied, and the widespread impression
that their power had been and would be exerted to oppress
individuals and injure the public generally.”

Under the influence of the Chicago School anfitfrust/competition law i
the United States shifted its focus to maintaining competition among
producers, and away from consumer protection

» See, e.g., 1995 Department of Justice and Federal Trade
Commission Intellectual Property Licensing Guidelines



consumer profecC

» The iImpact of monopoly or abuse of do
more directly on the individual consumer/patient tho
potential producer competitors

» Doctrines relating fo "excessive pricing” and "access to
essential facilities" are not well developed in US or EU
competition law

» EU laow somewhat better developed, in particular regarding
essential facilifies

» Canada uses excessive pricing as basis for confrolling ppces
of patented medicines
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(i) ...

(ix) ‘excessive price’ means a price for a good or serv
which -

(aa) bears no reasonable relation to the economic value of that good or service; and
(bb) is higher than the value referred to in subparagraph (a);

8. Abuse of dominance prohibited
It is prohibited for a dominant firm to —
(a) charge an excessive price to the detriment of consumers;...

The South African report for the Roundtable indicates that the excessive pricing provision of thé
Competition Act is based on the two-part test developed by the ECJ in the United Brands caise



range of available prc
number of producers/suppliers, natural bc
elasticity, and others

» Pharmaceutical products are infended to prevent and treat
disease, and the presence or absence of substitutes to accomplish
that purpose are critical to assessment of the relevant market

» Pharmaceutical products are classified under the Anatomical
Therapeutic Chemical (ATC) Classification System at 5 level
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» Level 2 indicates the
» Level 3 indicates the therapeutic/pharmacologica

» Level 4 indicates the chemical/therapeutic/pharmacological
subgroup

» Level 5 indicates the chemical substance

» Patient ability to switch among different drugs is dependent onA
v?frie’rTy of factors; most importantly whether a substitute will be
effective

910)-10
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89 of 1998 by chc
the detriment of consumers, being ¢
avoidable deaths

» Complainants alleged that each of the relevant patented ARVs constituted
its own market, and that the accused producers were dominant in those
markets

» Competition Commission found that producers had abused dominant
position, but did not identify relevant markets. Producers granted
voluntary licenses before Competition Tribunal took up the matter for
determination based on Commission recommendation

» Case had substantial positive impact in opening up South Africa markey1o
generic ARVs



Determining What Is "Excessive”

Excessive Pharmaceutical Prices and Competition Law: Doctrinal Development to Protect Public Health
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January 19, 2016

March 3, 2016

Dear Senators Wyden and Grassley,
. .
l ,‘ Irvln e LO W R e vl e W \/OIU m e é ISS U e 3 Thank you for this opportunity to provide feedback regarding the report on “The Price of Sovaldi and
V4 V4 V4 its impact on the U.S. Health Care System” of December 1, 2015 (Senate Print 114-20), as referenced in
. . your letter of January 21, 2016.
fo rfh < O I ' 'In S rln 2 O I 7 I have previously sent to members of your staff an email expressing my appreciation for their
preparation of the Report on Sovaldi. The Report is a most valuable resource for researchers in the field

of pharmaceutical regulation and it reflects a high level of objectivity and professionalism.

Your letter raises several specific questions regarding information that would be useful in further
addressing policy issues raised by the Report. Like others with interests in this general subject matter
. area, | have written and published a number of books and papers regarding ways that mechanisms for
A VOIIO ble O T SSR N * h 1-1' * //Ssrn C O m /O bS Tro C T:Z 7 ] 9095 promoting innovation in the pharmaceutical sector and making improved treatments available to the
G O O public at affordable prices might be improved. In this brief response, | confine myself to the attached
paper (forthcoming article) that benefited particularly from the information and analysis assembled in
the Report.

The attached paper, “Excessive Pharmaceutical Prices and Competition Law: doctrinal development to
protect public health” (forthcoming UC Irvine Law Review, Volume 6, Issue 3, Spring 2017), recommends
that US antitrust law, and in particular the Sherman Act, should be used to address excessive prices
charged by pharmaceutical producers and suppliers. The article notes that US courts have been
reluctant to address excessive pricing “as such”. Federal courts have generally expressed the view that
producers with lawfully secured monopolies should be allowed set prices however they wish as a
reward for their skill, acumen or good fortune. The courts have been reluctant to evaluate whether
prices are reasonable (or not) on grounds that judges are not specialized regulatory authorities. Federal
courts and antitrust authorities consider that excessive prices may evidence underlying anticompetitive
conduct that may be addressed by correcting underlying market defects or abuses. Excessive prices are
not unlawful in themselves.



http://papers.ssrn.com/sol3/cf_dev/AbsByAuth.cfm?per_id=157668
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» Excessive pricing: is there an unreasonable relatio
price being charged for a medicine and the expenses of the pate
ownere

» Often a lack of reliable information from patent holder/producer
regarding the costs of development and production

» Competition authorities may use subpoena power to compe
provision of such information



» Manufacturing costs ge

» Cost of R&D the element with greater indete

» Most of paper devoted to methodology for

construction of "reasonable price"” through
determination of cost basis including R&D costs

» Not an insoluble problem



» Reference pi

» Bargaining between monopoly supplier anc
purchaser

» Cost based on corporate assessments of acquisition targets

» Cost based on reporting of R&D and related expenditures 1o
tax authorities

» Cost based on securities and exchange commission
(sJelelgilgle
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unknowns and
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» Level of risk varies depends on structure of inve
(e.q., single or mulfi-focus)

» Multi-focus institutions typically subdivide budget among research
units

» Certain costs should be excluded

» Basic research funded by government, executive salaries above
established limits, opportunity cost of money, tax incentives
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» Difficulty with comparing othe .
historical pricing practices may reflect excess

» [N recent cases where the medical community and public have
been "shocked" by pricing practices, may not be difficult to
determine that prices are excessive, but establishing reasonable
price plus profit may be necessary for remedial purposes



excessive, shiffing burde

» INn refusing to overturn Patent Office grant of comp
on Bayer anticancer drug, Indian Supreme Court (2014) referred
to patent owner's failure to furnish data supporting its claims
regarding development costs

» Canada's Patented Medicine Prices Review Board (PMPRB)
reviews prices that patentees charge for each individuadl
patented drug product in Canadian markefts. If a price fovnhd to
be excessive, Board can hold public hearings and orderprice
reductions and/or an offset of excess revenues



S

create anticompe
geographic area as consumers/patier
imited

» INn The pharmaceutical sector, combining companies ma
nave overlapping portfolio of therapies (patented or n

V U O

patented), and elimination of competing therapies m/
raise prices of reduced portfolio to purchasers

» Pharmaceutical originator merger may result in redyction of
R&D targets and expenditures



./ -

» Competition authoritie
mergers and acquisitions, and to establist
approval (e.g., divestiture of part of drug portfolio to third-

party)

» In absence of voluntary divestiture or agreement to

VU <
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conditions, competition authorities may need to sue to blg
combination

» Global scale of some businesses makes control b
national competition authorities problematic



(IP) rights: patent, trac
regulatory data protection

» Each potentially may be used anti-competitively
» IP may be used by owner or licensed to third-party

» EU and USA guidelines establish combined market share
thresholds pursuant to which technology licensing presgméa
not anticompetitive



» Whether parallel frade
relevant intellectual property law rule of €

» Where parallel trade otherwise allowed by IP law, territorial restro
may be anticompetitive

» An attempt to limit price competition from imported products

» [P owner may attempt to circumvent IP rule by limiting quapity,
of goods placed on market

» Foregoing practices typically assessed under rule of reason fr.e. do
procompetitive benefits outweigh anficompetitive harmsg



When licensee mc
"exclusive grant back”.

» In EU, hard-core prohibition of exclusive grant backs. In
USA assessed under rule of reason. /

patent (i.e. no challenge clause) /

» Licensee may be precluded from challenging the validit
» Prohibited by EU, rule of reason assessment in USA




ENTOIrCe

» Competition actions may be fi
involving significant evidence gc’rherlng

» USA may be unique in allowing private antitrust actions with triple
damages

» AN encouragement o initiate and pursue claims

» Courts and competition authorities may use compulsory licenses
as remedy



under its patent/regula
they are proceeding in good faith agains
applying for market entry

» If court or administrative authority later determines patent claim not
brought in good faith, patent owner subject to substantial fine and
recovery by government of cost to public health system of delayed
market entry

» Remedial orders more generally might include provisions designgd 0
accelerate generic market entry, such as requiring originator
authorize generic producer to rely on drug approval mastertile



resistance tc
be diminishing as threats grow

\/

»US Chamber of Commerce response to activities

of Chinese competition authorities founders on
apsence of rules

» Benefits of rules may begin to exceed risks of
being enforcement targets



flexibilities
» Developing country competition authoritie oulc
promote development of doctrine suitable to country

conditions
» Cooperation among developing country competition

authorifies should promote investigative capacity,
doctrinal development and enforcement capacity




