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Newsletter, 10 June 2021  
 

Pharmaceutical companies: beware of excessive pricing 
 
Competition authorities both at an EU as well as at a national level continue to keep  
a keen eye on pursuing excessive pricing cases against pharmaceutical companies 
 
In our Newsletter of November 20191, we 
reviewed key competition law cases in the 
pharmaceutical industry following the 
European Commission’s (“Commission”) 
2009 sector inquiry, including decisions 
concerning excessive pricing. At a national 
level, in particular in Italy and the UK, 
competition authorities remain active in 
enforcing excessive pricing in the pharma-
ceutical industry. The Commission’s recent 
decision published in April 2021 approving 
the commitments offered by Aspen makes it 
clear that excessive pricing continues to be 
a hot topic on the enforcement agenda.2  
 
Background 
 
In United Brands3, the landmark EU case of 
1978 concerning excessive pricing, the Court of 
Justice established that a price charged by a 
dominant company can be unlawfully excessive 
under Art. 102(a) TFEU where it bears no 
reasonable relation to the economic value of the 
product supplied. The Court of Justice 
explained that this excess can, among other 
methods, be determined by a two-limb 
cumulative test: (1) the profits are excessive 
(e.g. by comparing the selling price and the cost 
of production), and (2) the price is unfair either 
“in itself” or when compared to competing 
products. Since then, there have been several 
cases at both EU and national levels in which 
prices were considered to be unfairly high. 
 
National level 
 
In September 2016, following a two-year 
investigation, the Italian competition authority 
(“ICA”) imposed a fine of approximately €5 
million on the South African pharmaceutical 
company Aspen for abusing its dominant 
position by charging excessive and unjustified 
                                                                        
1  Commeo Newsletter of 28/11/2019. 
2  Commission decision of 10/2/2021 (Case AT.40394 – 

Aspen). 
3  Court of Justice judgment of 14/2/1978 (Case 27/76 – 

United Brands v Commission). 
4  ICA decision of 29/9/2016 (Case 26185). 

price increases.4 The ICA found that, following 
Aspen’s insistence on delisting its oncological 
drugs – at the time solely distributed by Aspen 
in Italy and irreplaceable for the treatment of 
certain cancer patients – from the list of 
reimbursable medicines (i.e. so as to allow 
Aspen to freely price such drugs) as well as 
Aspen’s threats to withdraw such drugs from the 
market and deliberate shortages of supply, the 
Italian Medicines Agency was led to agree to 
extremely high price increases ranging from 
300% to 1500%. On appeal, the last instance 
judgment of March 2020 confirmed the ICA’s 
unfairness assessment based on the two-limb 
test: (1) Aspen’s prices were, according to two 
different methodologies, above its production 
costs, and (2) Aspen’s prices were unfair due to 
the lack of a plausible justification for the 
discrepancy between its costs and revenues.5 
 
At the end of 2016, the UK Competition and 
Markets Authority (“CMA”) also imposed fines 
totaling £89.4 million on Pfizer and Flynn for 
charging excessive and unfairly high prices for 
their anti-epilepsy drug.6 On appeal, the case 
was sent back to the CMA to reconsider the 
application of the United Brands two-limb test 
and a new decision is still pending.7 
 
EU level 
 
The ICA’s 2016 fining decision led the 
Commission to continue pursuing the 
investigation against Aspen at an European 
Economic Area (“EEA”)-level, its first excessive 
pricing case in the pharmaceutical industry. In 
May 2017, the Commission formally opened an 
investigation into Aspen’s pricing practices in 
the EEA (except Italy) regarding six critical off-
patent cancer medicines used in the treatment 
of leukemia and other hematological cancers. 
Such medicines had been acquired by Aspen 

5  Regional Administrative Court of Lazio, judgment of 
26/7/2017 (Case 12806/2017); Council of State, 
judgment of 13/3/2020 (Case 1832/2020). 

6 CMA decision of 7/12/2016 (Case CE/9742-13). 
7  CAT, decision of 7/6/2018 (Case 1275-1276/1/12/17); 

Court of Appeal, decision of 10/3/2020 (Case 
C3/2018/1847 & 1874). 

https://www.commeo-law.com/wp-content/uploads/2019/11/Commeo-Newsletter-The-Price-of-Health_20191128.pdf
https://ec.europa.eu/competition/antitrust/cases/dec_docs/40394/40394_5350_5.pdf
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:61976CJ0027&from=EN
https://en.agcm.it/dotcmsDOC/pressrelease/A480_eng.pdf
https://www.giustizia-amministrativa.it/web/guest/dcsnprr?p_p_id=GaSearch_INSTANCE_2NDgCF3zWBwk&p_p_state=normal&p_p_mode=view&_GaSearch_INSTANCE_2NDgCF3zWBwk_javax.portlet.action=searchProvvedimenti&p_auth=LbGKT97F&p_p_lifecycle=0
https://www.giustizia-amministrativa.it/web/guest/dcsnprr?p_p_id=GaSearch_INSTANCE_2NDgCF3zWBwk&p_p_state=normal&p_p_mode=view&_GaSearch_INSTANCE_2NDgCF3zWBwk_javax.portlet.action=searchProvvedimenti&p_auth=WXi5fjlX&p_p_lifecycle=0
https://assets.publishing.service.gov.uk/media/594240cfe5274a5e4e00024e/phenytoin-full-non-confidential-decision.pdf
https://www.catribunal.org.uk/sites/default/files/2018-08/1275-1276_Flynn_Judgment_CAT_11_070618.pdf
https://www.catribunal.org.uk/sites/default/files/2020-04/1275-76_Flynn_CoA_Judgment_100320.pdf
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from the originator GlaxoSmithKline in 2009 and 
are mostly sold under the brand names Alkeran, 
Lanvis, Leukeran, Myleran and Purinethol. 
 
In its preliminary assessment adopted on 19 
June 2020, the Commission expressed its 
concerns that Aspen may have abused its 
dominant position in the EEA pursuant to Art. 
102(a) TFEU by imposing unfair prices in the 
form of excessive price increases from May 
2012 onwards. In particular, the Commission 
found – based, among others, on internal 
communication – that Aspen devised and 
systematically applied a detailed pan-
European strategy to implement high price 
increases and overcome resistance of 
ministries of health, health systems or pricing 
and reimbursement authorities. Special 
consideration was given to the fact that patients 
and health systems were completely dependent 
on Aspen’s medicines and that such strategy 
could only be implemented as in most cases 
patients and doctors had no suitable 
substitutes, making them vulnerable to 
exploitation. 
 
Moreover, the Commission found that Aspen 
exploited this lack of competitive pressure and 
went as far as threatening to unilaterally de-
list – and, in certain Member States, such as 
Spain, actually de-listed – the respective drugs 
from the national list of reimbursable medicines 
(i.e. entailing the loss of their reimbursement 
status) as well as threatening to withdraw the 
drugs from normal supply in the market (i.e. 
making patient access more difficult). The 
Commission also found – again based on 
internal emails as well as on a presentation – 
that Aspen’s strategy included a three-phase 
process of strategically sequencing price 
increases across the EEA with the aim of 
defeating the effectiveness of “external 
reference pricing systems” (i.e. pricing schemes 
incorporated in national regimes with 
references to the prices in other countries) and 
avoiding parallel trade. Aspen initiated the price 
increases in Germany, as under German law 
Aspen was free to unilaterally set new, 
increased list prices for the drugs, and at the 
time 17 Member States actually used the official 
German list prices as reference in their external 
reference pricing system. Additionally, Aspen’s 
strategy was complemented by a stock 
allocation system consisting of allocating 
quotas and withholding deliveries in some 
Member States. 
 
The Commission’s starting point when applying 
the United Brands two-limb test was to look at 
Aspen’s accounting data on production costs 
and revenues. According to the Commission’s 

analysis, from 1 July 2012 to 30 June 2019 (i.e. 
after the price increases) Aspen earned very 
high profits with such medicines both in 
absolute and in relative terms.  
 
With regard to Limb 1 (excessiveness of 
profits), the Commission compared Aspen’s 
actual prices to the total costs of the relevant 
medicines including a ‘plus’ element of 23%, 
considered a reasonable profit margin based on 
the median margin of similar companies (so-
called ‘cost-plus’ level). On average, Aspen’s 
profits exceeded the ‘cost-plus’ level by around 
300%. This means that, on top of a reasonable 
rate of return, Aspen was earning significantly 
higher profits than those required to achieve the 
industry profitability level. 
 
As to Limb 2 (unfairness), the Commission 
compared Aspen’s profitability with the 
profitability levels of similar pharmaceutical 
companies selling generic or off-patent branded 
medicines with an active substance similar to 
Aspen’s cancer medicines. The Commission 
identified that Aspen’s average EEA-wide profit 
levels exceeded (i) nearly 3x the average profit 
levels of a selection of similar pharmaceutical 
firms as well as (ii) the average levels of any of 
such comparator firm taken individually. 
Although high profit margins can sometimes be 
explained by the need to reward significant 
innovation and commercial risk, the 
Commission did not find any legitimate 
reasons underlying Aspen’s high prices and 
profit levels:  
 
• The drugs in question had already been off-

patent for nearly 50 years, leading the 
Commission to conclude that any R&D 
investments had been long fully recouped.  

• What’s more, Aspen’s prices and profits did 
not reflect any commercial risk-taking 
activity, as Aspen did not significantly 
innovate or materially improve these drugs, 
whose production and commercialization 
had been mostly outsourced.  

• Additionally, although Aspen’s unit costs 
slightly increased from 2013 to 2019, the 
corresponding price increases were 
considered disproportionate to the additional 
costs incurred (e.g. production costs for 
Purinethol increased by 10-20%, whereas 
the prices increased by 227%).  

 
On this basis, and considering Aspen’s strategy 
to exploit the market power that it enjoyed, the 
Commission established the unfairness of 
Aspen’s prices “in itself”. Moreover, in reply to 
arguments put forward by Aspen, the 
Commission also went beyond the assessment 
of unfairness “in itself” and considered potential 
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generic and innovative products as generally 
unsuitable comparators for assessing the 
unfairness of Aspen’s price levels. 
 
In light of the Commission’s preliminary 
findings, Aspen proposed a set of commitments 
on 9 July 2020, which were subsequently 
slightly adjusted following the outcome of the 
Commission’s market test with feedback from 
thirty interested parties. The Commission 
accepted the modified commitments on 10 
February 2021 and made them legally binding. 
Key elements of the final commitments include 
pricing and supply commitments: 
 
1. Price reduction and transitory rebate: 
Aspen committed to significantly reduce its 
prices for each of the six cancer drugs in all 
Member States where price levels raised 
concerns. On average, Aspen’s net prices will 
drop across the EEA by roughly 73%. In 
addition, for a period of 10 years from the day of 
notification of the Commission’s decision 
accepting the commitments, the reduced net 
prices will be the maximum that Aspen can 
charge for these drugs. Such price-ceilings, 
however, still leave Aspen with leeway to 
negotiate and agree on lower prices with the 
respective Member States. After the first 5-year 
period, Aspen is entitled to a one-time review of 
price levels by an independent monitoring 
trustee in case its direct costs increase by at 
least 20%. Additionally, in order to ensure that 
no health system or patient pays the excessive 
prices for the period between 1 October 2019 
(i.e. the date in which Aspen first offered 
commitments) and the date in which prices are 
effectively reduced, Aspen committed to 
reimburse public or private entities for any 
amounts paid in excess of the reduced net 
prices (i.e. transitory rebate), without prejudice 
to any civil and commercial law claims. 
 
2. Supply guarantee: Aspen also committed to 
continue supplying the medicines for the next 
10 years, in the first 5-year period by itself and 
in the second 5-year period either by itself or, in 
case it intends to discontinue supplies, by 
making the marketing authorizations available 
to other interested suppliers and informing the 
Member States authorities in advance. 

 
The Commission found that the commitments 
remove the excessiveness of Aspen’s profit 
margins and the unfairness of its prices. In 
relation to Limb 1, Aspen’s prices will exceed 
the ‘cost-plus’ level by, on average, 10-20%. 
According to the Commission, this margin 
remains within the range usually adopted by 
comparable companies. Moreover, with regard 
to Limb 2, Aspen will reverse the price increases 

by bringing the average prices of the products 
significantly below the prices it offered back in 
2012 when it started its price increase strategy.  
 
Comment 
 
The key question in excessive pricing cases is 
to determine what exactly constitutes an “unfair” 
price. In this question, the Commission seems 
to take a very pragmatic and hence efficient 
approach in the pharma sector: Like on national 
level, the Commission also focused on a 
significant price mark-up of off-patent products, 
thereby avoiding the delicate question of how to 
assess R&D costs in the sector. The Com-
mission ends the investigation by means of 
commitments rather than a fine. This not only 
speeds up the procedure and reduces the risk 
of litigation, but also allows the Commission to 
actively steer the future distribution and pricing 
strategy for the products at hand with significant 
and long-lasting commercial consequences. 
 
The present decision is a clear sign to pharma 
companies contemplating to make use of 
regulatory and reimbursement loopholes in their 
pricing of niche products. In line with its 
landmark decision in AstraZeneca in 2006, the 
Commission remains firm: The mere fact that 
the regulatory framework does not prevent a 
certain unilateral behavior (here: aggressive 
price mark-ups) does not give dominant pharma 
companies a free pass to make full use of such 
regulatory options. A revised pricing strategy for 
dominant pharmaceuticals should take this 
carefully into account.  
 
 

 
 
 
This publication is intended to highlight issues. It is not intended to 
be comprehensive nor to provide legal advice. Any liability which 
might arise from the reliance on the information is excluded. 
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