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Addressing Excessive Pricing in Pharma Sector:
Policy Issues

Competition authorities have generally been reluctant to launch cases:

High prices in a competitive market with low entry barriers are self-correcting
Application of legal test raises very difficult questions (e.g. what is an “excessive” price)

Interference with pricing could chill investment and innovation in a key sector — high prices are
the carrot that encourages companies to invest in R&D

Unnecessary in light of the strong buyer power exercised by national health authorities and
other payors. Some Member States now considering joint buying arrangements.

Pricing of medicines a national issue for Member States

Difficulty of determining an appropriate remedy — competition authority ill-suited to be a price
regulator
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Excessive Pricing Cases in the Pharmaceutical Sector

Actavis (UK) -
Investigation of unfair and
excessive prices for
hydrocortisone tablets.

Concordia (UK) -
Investigation of unfair and
excessive prices for
liothyronine tablets.

CD Pharma (Denmark) —
Referred to Prosecutor for
Serious and Economic Crimes
Excessive price increases by
exclusive country distributor of
syntocinon.

Flynn / Pfizer (UK) -

£ 84.2 million fine

Unfair and excessive prices
for phenytoin sodium
capsules.

Aspen (EU) -

EU-wide investigation into
excessive price increases for
four cancer medications.

Napp (UK) -

£ 3.2 million fine

Hospital discounts and
excessive community prices
for morphine patches.

Aspen (ltaly) -

€ 5.2 million fine

Excessive price increases for
four cancer medications.
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Common Features of the Cases

very recent

al level, but there is one EU-level case

ew, on-patent drugs

ncern prices that went through an HTA

ypically based on (very) narrow market
definitions
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The Dilemma

ing is often seen as the quintessential evil of monopoly

that high prices create incentives to innovate and
t competition to the market

stinguish between acceptably high prices and excessive
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The Legal Test

Article 102(a) TFEU provides that an abuse may consist of “directly or indirectly imposing
unfair purchase or selling prices ...”
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Problems with the Legal Test

1. Is difference between price / costs excessive?

= Difficult to determine costs

®=  Which costs? Most significant costs for drugs are the R&D costs. How do you allocate
them across products, time and geographies? How do you account for high failure rate
in bringing a drug to market?

= \What is “excessive”?

2. Is the price unfair?
= |nitself? Whatis “in itself”?

=  \When compared to competing products? Difficulty of making comparisons among
different products, across different geographies, at different points in time.

= Higher prices may reflect superior efficacy and fewer side effects, which reduces long-
term costs to national health budgets — need to look at health technology assessments
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Recent Clarification of United Brands Test:
Cost/Price Only One Alternative

Application of the United Brands test discussed at length in Case C-177/16, AKKA/LAA (14

Sept. 2017) (reference from a Latvian court on licensing fees for musical works charged by
national collecting society).

UNITED BRANDS STEP 1
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Recent Clarification of United Brands Test:
Cost/Price Only One Alternative

UNITED BRANDS STEP 2
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Recent Clarification of United Brands Test:
Cost/Price Only One Alternative

UNITED BRANDS STEP 2
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Flynn Pharma / Pfizer (UK)

= On 7 December 2016, the UK CMA (Competitions and Markets Authority) issued a decision finding
Pfizer and Flynn Pharma had abused their dominant positions by imposing excessive prices for the
anti-epilepsy drug phenytoin sodium

=  Fines of £84.2 million on Pfizer, and £5.2 million on Flynn

= The case was appealed to the CAT (Competition Appeals Tribunal), which overturned the CMA’s
decision on 7 June 2018

= CAT rejected the parties’ requests to appeal; they may still seek leave to appeal directly from the
Court of Appeal

" Prior to 2012, Pfizer manufactured and marketed the (off-patent) drug under the

brand name Epanutin
Pfizer / Flynn’s
Pricing = Pfizer then transferred the UK marketing rights to Flynn Pharma, which

Conduct “genericised” the drug and started selling it in September 2012 at prices the CMA
found to be 16 times higher than Pfizer’s historical prices
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Flynn Pharma / Pfizer (UK)

Pfizeg
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Pharmacies
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1 VAN BAEL & BELLIS



Flvnn Pharma / Pfizer (UK)

= ‘Pfizer’s capsules had been subject to the UK “PPRS” which determines prices based on an

Pfizer/Flynn’s average across the manufacturer’s portfolio of products
Phenytoin
Sodium Capsules The PPRS had eroded the price of Epanautin to a loss-making level before 2012

- = |0 2012, Pfizer manufactured capsules are added to the UK Drug Tariff Category “C” for
non-generics (reimbursement based on list price by manufacturer or supplier)

Capsules and tablets are clinically identical

= ‘Phenytoin in tablet form — such as Teva’s — are classed in UK Drug Tariff Category “M” for
products with available generics (reimbursement based on a weighted average price of

Phenytoin multiple participating manufacturers)

Sodium Tablets
= The health authorities had fixed a tablet price in the Drug Tariff in 2007, following a

; § W yoluntary price reduction from Teva

= / Drug Tariff price of tablets is roughly 2 times higher than Flynn’s “excessive” capsule prices
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Flynn Pharma / Pfizer (UK)

DOMINANCE
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Flynn Pharma / Pfizer (UK)

UNITED BRANDS TEST — STEP 1
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Flynn Pharma / Pfizer (UK)

UNITED BRANDS TEST - STEP 1
= CAT held CMA erred in restricting its analysis to “cost-plus” only

=  While United Brands refers to a comparison of production costs as an example of a method to determine

= This requires a less rigid approach to the examination of comparators
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Flynn Pharma / Pfizer (UK)

UNITED BRANDS TEST — STEP 2
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Flynn Pharma / Pfizer (UK)

UNITED BRANDS TEST — STEP 2

= CAT held CMA erred in relying exclusively on the “unfair in itself” limb of Step 2, without assessing
the impact of relevant comparators (e.g. phenytoin tablets)

18 VAN BAEL & BELLIS



Flynn Pharma / Pfizer (UK)

UNITED BRANDS TEST — STEP 2

= CAT found that the CMA had used prices in other EU Member States as a comparator without taking
sufficient account of differences that might underlie those prices

VIF OUIC ave d Ded ad Vdlue O11E

what value to assign the product
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Flynn Pharma / Pfizer (UK)

OTHER FACTORS

= CAT agrees that a dramatic change in price over time (i.e. the degree to which the parties
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Napp (UK)

= |n 2008 the CMA/OFT found that Napp had abused its dominant position by charging
excessive prices on sustained release morphine.

= CAT upheld the OFT’s decision

= Napp'sold this product at steep discounts to hospitals while charging much higher prices to
pharmacies

Napp’s Pricing

Conduct Exclusionary conduct in hospital sector linked to excessive pricing in pharmacy

sector

= OFT found that the prices charged to pharmacies were excessive — above the level that
would be charged in a competitive market
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Napp (UK)
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Napp (UK)

= OFT looked at a range of comparators and factors other than production costs:
= Prices were between 30 and 50% higher than competitors

= List prices to pharmacies were, in some instances, more than 2000% higher than those in
hospitals

= Prices to pharmacies were 500% higher than those for export

= Napp’s gross margin was over 80%, while it was less than 70% for Napp’s most profitable
competitor
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Aspen (ltaly)

= On 29 September 2016, the Italian competition authority (ICA) fined Aspen Pharma €5.2
million for abusing its dominant market position by increasing the price of its cancer drugs

= Latium Regional Administrative Tribunal (TAR) upheld the ICA’s decision on 26 July 2017

= These cancer products had been on the market for several decades and were off-patent

= Aspen purchased the products from GSK in 2009, and then negotiated a

Aspen’s Pricing substantial price increase with AIFA, the Italian medicines authority.

Conduct
= These price increases ranged from 300% to 1500%

= Neveftheless, in its press release, AIFA noted that it was the lowest price in Europe for
these drugs
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Aspen (ltaly)
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Aspen (ltaly)

The ICA applied the 2-part United Brands test:

UNITED BRANDS — STEP 1
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Aspen (ltaly)

UNITED BRANDS — STEP 2
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Aspen (ltaly)

= The ICA emphasized various “plus” factors in finding an abuse

= Aspen had threatened to withdraw the product from the market if the health authority did not
agree to the price increases

= Aspen wanted to increase the prices in Italy up to the levels in other EU countries, in order to
limit the levels of parallel trade of the product out of Italy

= Aspen’s business model was to buy drugs and exploit market niches by raising prices — no R&D
investment
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CD Pharma (Denmark)

= On 31 January 2018, the Danish Competition Council ruled that CD Pharma (a distributor)
had abused its dominant position by charging excessive prices for Syntocinon

= Syntocinon contains oxytocin and is used in connection with childbirth. It has been on the market
since the 1950’s, has long been off-patent at a stable price

= CD . Pharma had an exclusive deal with the manufacturer to distribute in Denmark

CD PI"1a.rma > = AMGROS, the buyer for the national hospitals, issued a tender for the drug, which was
Pricing won/by Orifarm, a parallel trader
Conduct

= When Orifarm’s supply was partially interrupted and it was no longer able to honor its
commitment, it had to purchase its remaining requirements from CD Pharma (the only
alternative supplier)

munkacing no competition from other suppliers, CD Pharma was able to raise its price by about 2,000%
between April and October 2014
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CD Pharma (Denmark)
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CD Pharma (Denmark)

UNITED BRANDS - STEP 1

UNITED BRANDS — STEP 2
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CD Pharma (Denmark)

= The Danish Authority emphasized another “plus” factor

= The Authority found that CD Pharma’s prices might have the effect of permanently
raising prices even after prices for syntocinon had returned to previous levels

= CD Pharma’s price increase might have the effect of forcing parallel traders — who
guarantee to cover loss due to delivery failures — to take into account the risk of
compensation claims from buyers obliged to source elsewhere at much higher prices
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Gilead (EU)

= On 22 December 2014, the European Commission declined to open an investigation into
allegations of excessive prices for Gilead’s Hepatitis C drugs, despite pressure from
members of the European Parliament

= Commissioner Vestager responded to the Parliamentary Question (P-008636/2014) as
follows:

.

European

Commiission
|
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Gilead (EU)

= On 15 March 2015, Commissioner Vestager responded to a follow-up Parliamentary
Question (000261/2015) as follows:

.

European

Commiission
|
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ACM Working Paper (Netherlands)

= |n May 2018, the President of the Dutch Competition Authority (ACM) co-authored a paper
“Lower drug prices can improve innovation”

=  Premise is that competition law — including excessive pricing analysis — should be applied to patented drugs

= Excessive pricing should be controlled even for drugs still under patent
= Authorities have traditionally not pursued such investigations for fear of chilling innovation incentives

= However, where the price is higher than value to society (i.e. unreasonable relationship to its
economic value) due to weak demand-side bargaining pressure from doctors/payors

= This creates economic inefficiencies that negatively impact innovation incentives

= The United Brands 2-step test is applicable to patented products
" The probability of success should be integrated into Step 1 as a production cost

= An evaluation of whether the price exceeds the product’s value to society (quality of life adjusted year)
could allow for a meaningful comparison with other products under Step 2
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Practical Guidance

= High risks arise from drastic price increases after drug is on market:
= Casesinthe UK and Italy concern drastic price increases (250% or more)

= (Cases involved drugs that were already on the market — easier to bring case as a “fair”
price (i.e. the price prior to the increase) has already been established — no need to
compare with competing products

= Cases concerned off-patent medications no longer owned by their originators (i.e. the
originating company is presumed to have already recuperated its R&D costs)

= Such risks would not appear to arise in the context of:
= |nitial price setting or pricing and reimbursement negotiations with the health authority

= Moderate price increases
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“Plus” Factors May Increase Risk

= Pfizer/Flynn:

= Exploitation of a regulatory loophole (now closed) that restricted the National
Health Service’s ability to regulate the pricing of certain generics, leaving pricing
subject to competitive constraints of the market

= Napp:.

= Predatory/exclusionary pricing strategy to leverage sales in hospital market (by
pricing below cost) in order to charge higher prices in the pharmacy market

= Aspen:

= Very aggressive negotiating posture with Italian Medicines Agency, including
threats to reduce market supply and de-list products

= CD Pharma:

= Likely ongoing negative impact on parallel importers as a result of the increased
prices, even after these prices were reduced
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