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e For pharmaceuticals “market” can constitute single drug (e.g., where no or
limited effective substitutes)

e CJEU has prescribed two step an ited Brands v. Commission, 1978)

* Price excessive (e.g., be @tionship to economic value of
product), cost of proek @ recognized as
acceptable me

e Either (a) u npeting products

e At present, € t law, but
eXCesSIVE
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SCHTOOT approach N 19305 emp
nature of markets and removal of producer restraints

* |n general, producer-restraint fo ntinues to permeate discourse among
competition authorities, co:

* Markets characterizes and other
regulatory barrier t “self-correcting”

* Competition
pharmace
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Iarge increases in prices of generic products e.g., where productlon
costs have not increased, butsprices in dominated market have
significantly increased

. Competltlon author i€ adc essing excessive
pricing by origing

e Uncertain g COsts --
deterred

* Conce
rel




o — e — ] ] —— - W Wl T o e ¥ e 4
v,V OT. ~ ) NUJ . U O ) U O - —~— - =

e UK Competition and Markets Authority (CMA) renders enforcement determination
against Pfizer and Flynn for excessivepricing of anti-epilepsy drug (phenytoin sodium
capsules) :

 Through manipulation of N& g cost reimbursement
system, Pfizer effective | system

e transfers nomir n) — “debranding”

-- and togeth

* Pfizer exe S, and
engage :




—— xcessive prices “unfair in themselves” because lacking any objective —
justification
o Pfizer and Flynn supply exact pduct from exactly same German
factory ' .

e UK prices substai & (unfair in comparison

to competing 3re, but for sake of
completer

* Competiti




o pearT U0 J) from United Brands and subsequen

e CAT relies on opinion of Advocate.General Wahl in recent Latvian Copyright
excessive pricing case that went beyon U jurisprudence by advocating
multiple analytic approache iting US Supreme Court Justice
Scalia on virtues of self-ce

» CJEU did NOT use the yright decision which

appeared to relax

e Refusing arison price
differe

« CMAE
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Secretarlat 27-28 November 2018

Acknowledges increased aceeptance by competition authorities

Accepts utility of exces y inblimited cases, in particular
generic productsw atial barriers to entry

Recognizes pricing actions

against @

OECD ions by
ol yEledlely




_greater than the potentlal for improving market functlon

e Concerns expressed regardingsinvestment and R&D

Judicial and administra gifficient expertise to
analyze pharmacet

Activities bette

Judicial anc
admini




Isprudential treatmen
e Methodology for construction of "reasonable price" through determination
of cost basis including risk-adjusted.R&D costs
e Abuse of market power mani 5
and/or purchasing groups
* Patents and markete
class (down toi

e Consume
deman

re of individual consumers

within therapeutic

f choice -
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 Preferred approach

e Reference pricing: see, e.g., cuncent U.S. legislative proposals
e Bargaining between me amonopsony purchaser
e Cost based on corj n targets

* Cost based on Ires to tax
authoritie

Cost ba




e Taxpayer-funded R&D costs should not be included within the calculation of
reasonable price 5

=

* Low risk R&D: Most new phare pllow-on; different formulations,
routes of administration @@ ere cause of condition,
mechanism of therag known

* Favored by ir Istreams of income

* Risk fact
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e Originators reduce risk by pursuing multiple targets (disease and mechanism
of action) -

=

* Originators reduce risl IBINg promising third-party
portfolios

e Level of risk varie: tions (e.g., single
or multi-focu

* Multi units




Jriginator companies maintain carefully monitored budgets and internal capital allocatior
e R&D departments are not given "blank checks

» Originators typically subdivide R&Deffortsamong disease targets and/or therapeutic
types: related costs are identif _

Costs of developing successis 8asonably take into account
failures reasonably prox

Capital markets and D streams both to
establish share p

* The "myster
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thers in the same industry, or with others in other mov
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Difficulty with comparing other Pharma originators is that historical pricing
practices may reflect excess =

e Abbott article illustrates me igreasonable price based on
expectation of sales.¢ In determining excess

In recent cases been "shocked"
by pricing pra e excessive,
but establisk edial
PUrpoSes -
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=1 n1s assumption is not based on historical precedent or economic analysIS C

effects of limiting "excessive pricing" in regulated pharmaceutical markets, but
on postulate that pharmaceuticakindustry is dependent on ability to capture
substantially greater than “nor IS an untested hypothesis

Originators have strenuoe 3 0f R&D costs, even
under threat within ee how such
information coul¢

Developing f actice in
addressin remains
an iss




~» Civil remedies may be based on consent agreement (and judicial order or
decree), or judicial/jury determination and order, including:

* Reduction of price to reason -
* Payment of monetanys Bimbursement to payors

e Judicial or admi nity for seeking

adjustmen
* Anti-cCir

e Criminag




Prevalence of generic products enjoying "effective monopolies" is growing trend
imposing substantial costs on consumers and public health systems

Issues arising from determining Bsts do not arise, nor is there a
threat to future R&D strea

The meaningful threat awal from the market
nerics to counter

e Governmen
ational or

this threat
internati




* [ransparency: see ILA Global Health Law Committee Report (20183
and UN Sec’y General’s High.Level Panel Report

* Price trade secrecy.ar Mty system issues

* Financial resources
* Caution regare

Let International Com

IIC - International F
266, Joi.org/10.1007/s40319-018-0683-5




e
= avallaple under competition law, mechanisms for securing evigence, —

case law and remedial measures are available at:

http://frederickak Sentations




