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Publisher’s Note

One of the unexpected side-effects of the covid-19 pandemic is how the hunt for 
both vaccines and treatments has pushed the life sciences industry centre stage, 
with debates over price controls and IP waivers making headlines around the 
world. While many of these concerns are global, the same is not always true of 
the solutions adopted by national regulators. As Ingrid Vandenborre and Caroline 
Janssens point out in their introduction, there has been growing regulatory 
attention paid to mergers in this innovative space and increasing intervention 
by antitrust agencies in a range of practices particular to the biopharma sector. 
Practical and timely guidance for both practitioners and enforcers trying to 
navigate this fast-moving environment is thus critical.

The first edition of The Guide to Life Sciences – published by Global 
Competition Review – provides exactly this detailed analysis. It examines both 
the current state of law and the direction of travel for those jurisdictions with 
the most impactful life sciences industries. The Guide draws on the exper-
tise and experience of distinguished practitioners globally, and brings together 
unparalleled proficiency in the field to provide essential guidance on subjects as 
diverse as biosimilar competition and product denigration, as well as a forensic 
examination of the most significant and far-reaching regulations and decisions 
from around the world.
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Introduction

Ingrid Vandenborre and Caroline Janssens1

Antitrust agencies around the world have been highly active in recent years, 
examining a range of practices, including alleged denigration of rivals’ products, 
price increases, biosimilar entry, delayed entry of generic medicines, collaboration 
agreements and local regulatory/procurement practices. There is also growing 
attention to mergers, especially in dynamic, innovation-driven areas. While many 
of the concerns are similar in most jurisdictions, enforcers have addressed those 
specific to the functioning of their local markets and antitrust principles. This 
first edition of Global Competition Review’s Guide to Life Sciences explores how 
enforcers have approached these practices and where key jurisdictions diverge or 
converge in their analysis.

Spending on pharmaceuticals constitutes a significant share of government 
spending on healthcare. This has driven increased regulatory focus on phar-
maceutical pricing, including from competition authorities. While competition 
authorities in the European Union and the United Kingdom have historically 
been reluctant to intervene, the pharmaceutical sector has seen mounting regu-
latory interest in alleged excessive pricing practices in recent years. Even with 
economists highlighting the complexities and shortcomings around the enforce-
ment of exploitative abuses of companies in a dominant position through excessive 
pricing, antitrust scrutiny of pharmaceutical pricing is expected to continue. By 
contrast, while we have seen a recent push from academics in the United States to 
recognise high (excessive) prices of pharmaceuticals as an antitrust violation, US 
courts have not yet recognised these claims.

1 Ingrid Vandenborre is a partner and Caroline Janssens is a senior professional support 
lawyer at Skadden, Arps, Slate, Meagher & Flom LLP.
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Biosimilars, and more generally biological medicines, have received growing 
attention from competition authorities across Europe. Recent antitrust investiga-
tions in the EU and the UK have examined how commercial practices adopted by 
incumbent suppliers may hinder biosimilar competition. However, the inherent 
features of biologicals, such as high costs and longer approval times, raise funda-
mental challenges in increasing biosimilar competition.

Product denigration cases in life sciences have been rare in the EU and 
around the world, and in most of them the denigration behaviour was combined 
with other infringements such as abuse of patent procedures or product hopping. 
There has since been an abundance of similar investigations at national level, with 
France leading the way, where cases have expanded the scope of the conduct to 
include product denigration and the provision of unsubstantiated, but not neces-
sarily incorrect, information to consumers and other parties concerning either the 
company’s own products or competing products.

Cooperative agreements have always played an important role in the phar-
maceutical industry with companies partnering from early stage research and 
development through to late-stage commercialisation. The covid-19 pandemic has 
been an opportunity for the industry to demonstrate the benefits that expeditious 
and flexible cooperation can bring, and competition authorities have also recog-
nised this. Beyond the pandemic, the pharmaceutical industry is facing increasing 
pressure to enhance affordable access to new medicines. In that context, coopera-
tion agreements will remain of central importance to pharmaceutical companies, 
perhaps increasingly so.

With regard to merger control, clearance processes for some pharmaceu-
tical transactions are expected to become more uncertain. This is due to several 
procedural developments in many countries designed to broaden jurisdiction over 
acquisitions by incumbents of nascent competitors that could play a significant 
competitive role in the market in the future (‘killer acquisitions’), coupled with 
flexible and creative notification requirements and new theories of harm. The 
Multilateral Pharmaceutical Merger Task Force (a working group comprised of 
the US Federal Trade Commission (FTC), the Canadian Competition Bureau, 
the European Commission (EC) Directorate General for Competition, the UK’s 
Competition and Markets Authority (CMA), the US Department of Justice 
Antitrust Division and offices of state attorneys general) can play an important 
role in brokering alignment in analysis between key jurisdictions.

Competition authorities in Europe, and in particular the EC, have histori-
cally been very active in antitrust enforcement and merger control review in 
the pharmaceutical sector. Consistent with its focus on innovation, the EC has 
significantly increased its scrutiny in recent years and is expected to continue 
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doing so, including, as we have seen, by way of expanding jurisdictional scope of 
review. At Member State level, France has been leading the way on enforcement 
of product denigration, while Germany and Austria have increased their scru-
tiny of innovation-driven markets with the introduction of alternative transaction 
value thresholds in 2017, designed to capture high-value/low-revenue deals.

Italy has been a pioneer in antitrust enforcement in life sciences, with land-
mark cases on excessive pricing and product denigration influencing the EC’s 
decisional practice. The Italian Competition Authority is likely to continue its 
enforcement efforts in this area in the future. In contrast, the activity of the 
Authority in merger control in recent years has been limited.

In the Netherlands, the focus has been on price levels, with the Authority for 
Consumers and Markets making important contributions to the debate on exces-
sive pricing both through case practice and working papers.

In the UK, the CMA is expected to continue to regard the life sciences sector 
as an enforcement priority. With regard to merger control, recent cases have 
illustrated the CMA’s willingness to push the limits of jurisdictional rules and 
intervene in deals in dynamic, innovation-driven sectors where target companies 
have limited (or no) revenues or direct activity in the UK. In addition, Brexit has 
created heightened risks of parallel conduct investigations and merger reviews in 
the EU and UK.

To date, the life sciences sector has not raised major competition law issues 
in Switzerland, under neither the cartels, abuse of dominance nor merger control 
rules. It remains to be seen whether recent and ongoing regulatory changes, as well 
as mutual market access concerns with the EU, will lead to a different competitive 
environment in the near future.

In the US, recent merger enforcement in the pharmaceutical sector continues 
to follow traditional principles and reasoning. However, it is increasingly likely 
that the FTC’s enforcement actions will reflect more aggressive theories of harm. 
Recent behavioural enforcement has largely consisted of pay-for-delay litigation 
and continuing prosecution of price-fixing charges against generic manufacturers. 
However, the FTC has given strong indications that it has competitive concerns 
with fees and rebates paid by pharmaceutical manufacturers to pharmacy benefit 
managers, which is likely to lead to new fronts of enforcement.

In Australia, the life sciences sector is not currently identified as a priority area 
for Australian Competition and Consumer Commission (ACCC) enforcement. 
However, there have been some important regulatory developments affecting the 
sector, such as the repeal of a safe harbour for intellectual property assignments 
or licensing arrangements, and the ACCC has also taken some significant cases 
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against companies in this sector in recent years. Lastly, in Brazil, the health sector 
is under close scrutiny from the Brazilian antitrust authorities, and this is not 
expected to change in the near future.
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CHAPTER 1

An Economist’s Perspective

John Davies, Valérie Meunier, Rameet Sangha and David Sevy1

Introduction
This chapter addresses the following competition issues, from an economics 
perspective, as they relate to the pharmaceutical industry:
• exploitative abuse of a dominant position through excessive pricing; and
• excluding actual or potential/nascent competitors via:

• rebates and discounts; and
• killer acquisitions.

Excessive pricing
The European Union, the UK and many other jurisdictions can use their powers 
against abuse of dominance to act against the exploitation of a situation of weak 
competition, even if the firm under investigation did nothing to create that situ-
ation. These investigations of ‘exploitative abuse’ are almost always focused on 
excessive pricing.

Many economists have expressed concern that prosecuting excessive pricing 
can be economically harmful, particularly because it can create uncertainty for 
investment incentives. Perhaps for that reason, enforcement of the excessive 
pricing prohibition has been rare, particularly at EU level. However, there has 
been a flurry of cases in the pharmaceutical sector recently.2 To illustrate the 

1 John Davies and David Sevy are executive vice presidents and Valérie Meunier and 
Rameet Sangha are senior vice presidents at Compass Lexecon.

2 See, for example, Italian Competition Authority Decision of 14 October 2016 in Case 
No. A480, Price increase of Aspen’s drugs, available at https://en.agcm.it/dotcmsDOC/
pressrelease/A480_eng.pdf and Danish Competition and Market Authority Decision 
of 31 January 2018 in Case No. 14/08469, CD Pharma, available at www.kfst.dk/
media/49886/20180131-cd-pharma-afgoerelse.pdf.
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economic principles involved in assessing excessive pricing, we focus on (1) the 
UK’s Phenytoin case concerning Pfizer and Flynn’s pricing of the branded off-
patent drug Epanutin,3 and (2) the European Commission’s (EC) investigation of 
Aspen’s ‘Cosmos’ portfolio: six off-patent oncology drugs, which was settled with 
commitments in 2021.4

Most recent cases in the pharmaceutical sector involve large increases in 
price, often accompanying a change of owner. In the UK, the Competition and 
Markets Authority (CMA) found that the price of Epanutin increased by around 
2,000 per cent after Flynn took over distribution from Pfizer. Price increases in 
the Aspen case varied by product and country, but the EC described them as 
‘often by several hundred percent’. Even in the US, although federal competition 
law cannot deal with such cases, similar concerns have led to the use of state and 
consumer protection laws to control prices, especially in emergencies.

The covid-19 crisis highlighted such concerns, particularly in the early days 
when masks and other personal protection equipment (PPE) were in short 
supply. It might be thought that competition law should deal with this, but in fact 
Article 102 of the Treaty on the Functioning of the European Union (TFEU) and 
its equivalents would have been slow, and to show dominance would have been 
difficult. Typically, concerns involved a small independent supplier buying up a 
stock of PPE and selling it on online marketplaces at very high prices. Consumer 
protection or bespoke legal and regulatory action was typically used to control 
these price spikes; for example, by executive order in the US5 and by additional 
legislation in France (controlling prices of hydroalcoholic gel) or Portugal.6

3 The Competition and Markets Authority (CMA) issued its decision on 7 December 2016, 
available at https://assets.publishing.service.gov.uk/media/594240cfe5274a5e4e00024e/
phenytoin-full-non-confidential-decision.pdf. The Competition Appeal Tribunal (CAT) 
handed down its judgment and partially set aside the CMA’s decision on 7 June 2018, 
available at www.catribunal.org.uk/sites/default/files/2018-08/1275-1276_Flynn_
Judgment_CAT_11_070618.pdf. The Court of Appeal upheld the overall judgment 
of the CAT on 10 March 2020 and remitted the case to the CMA (judgment available 
at www.catribunal.org.uk/sites/default/files/2020-04/1275-76_Flynn_CoA_
Judgment_100320.pdf). The CMA opened a new investigation in June 2020 and issued a 
statement of objections on 5 August 2021.

4 Commission Decision of 10 February 2021 in Case No. AT.40394, Aspen, available at 
https://ec.europa.eu/competition/antitrust/cases/dec_docs/40394/40394_5350_5.pdf. 
Experts from Compass Lexecon advised Aspen in the EU and Italy proceedings.

5 www.justice.gov/coronavirus/combatingpricegouginghoarding.
6 Organisation for Economic Co-operation and Development (OECD), ‘Exploitative pricing in 

the time of COVID-19’, 26 May 2020, available at www.oecd.org/competition/Exploitative-
pricing-in-the-time-of-COVID-19.pdf.
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Excessive pricing prohibitions under Article 102 TFEU and its equiva-
lents are not ‘quick fixes’. The EC settled its Aspen case with commitments after 
two to three years rather than taking it through to a decision. The CMA in the 
UK faced (and essentially lost) a series of legal appeals to its initial Phenytoin deci-
sion. This might seem surprising – as one of the UK Appeal Court judges noted:

The CAT’s decision is in my view somewhat repetitive. It was quite easy to lose sight 
of a stark reality, which was that, literally overnight, Pfizer and Flynn increased their 
prices for phenytoin sodium capsules by factors of between approximately 7 and 27, 
when they were in a dominant position in each of their markets. That did not, of course, 
abrogate the need for a rigorous reasoned approach to the legal and factual questions 
before the CAT, but it was important to keep in mind.7

Why is it so difficult? The economic analysis in an excessive pricing case can be 
surprisingly complex. In the EU United Brands framework (also relevant in the 
UK), a competition authority must show:
• a relevant market;
• dominance within that market;
• an ‘excess’ of prices over costs; and
• that this excess be considered ‘unfair’, either:

• in comparison to the price of ‘competing products’; or
• ‘in itself ’.8

All five of these require economic analysis.

Market definition and dominance
Defining the market and establishing dominance are not inherently different in 
excessive pricing cases from other abuse of dominance cases. However, features of 
pharmaceutical markets can introduce added complexity; for example, because of 
differing approaches to clinical substitutability between jurisdictions and regula-
tory intervention. This can be particularly difficult for the EC because health 

7 Flynn Pharma Ltd & Anr v. CMA [2020] EWCA Civ 339 at [243], available at 
www.catribunal.org.uk/sites/default/files/2020-04/1275-76_Flynn_CoA_
Judgment_100320.pdf.

8 Judgment of the Court of Justice of 14 February 1978 in United Brands v. Commission, 
C-27/76, EU:C:1978:22, chapter I, section 1 and chapter II, section 2 (United Brands), 
available at https://curia.europa.eu/juris/showPdf.jsf?text=&docid=89300&pageIndex= 
0&doclang=EN&mode=lst&dir=&occ=first&part=1&cid=788875.
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policy is a national competence and markets are generally national. The EC’s 
Preliminary Assessment found Aspen dominant in ‘most or all’ of the relevant 
markets and did not find prices above cost in all of them, for example.

United Brands Limb 1: identifying the excess of price over costs 
actually incurred
Prices must be compared with all the costs actually incurred by the company to 
bring the product to market, including the costs directly incurred in supplying the 
product or service and an apportionment of indirect costs, as well as ensuring a 
reasonable return.

What proportion of fixed and common costs should be allocated to the prod-
ucts under investigation? Economic principles do not provide a simple answer 
to this question. In a market, a product’s price might cover any proportion from 
none to all of a company’s fixed costs.

Costs allocated for the purpose of assessing excess must at least include all of 
the incremental costs specific to the product under investigation: if Flynn did not 
supply phenytoin, how much lower would its costs be in the long run? However, 
that benchmark is surely too low as it could find any contribution to overheads 
to be excessive.

At the other extreme, one could construct a stand-alone business supplying 
only the products under investigation, which would therefore have to cover all 
the necessary overheads just from the sale of the products. Such a stand-alone 
supplier’s unit costs could be very high in some cases, so using this as a benchmark 
might make it difficult to find an excessive price. This might strike competition 
authorities as an unreasonable hurdle. However, this approach cannot be ruled 
out on economic principles (some pharmaceutical firms do make almost all their 
revenue – and all of their profits – from one blockbuster drug).

Suppliers themselves often simply do not allocate these costs. All businesses 
routinely price some products to make little or no contribution to fixed costs, 
while pricing others for which the elasticity is lower at a higher price. Economists 
call this ‘Ramsey pricing’; businesspeople might call it charging what the market 
will bear. However, competition authorities and courts have often rejected this 
principle in excessive pricing cases.9

9 CAT Decision of 15 January 2002 in Case 1001/1/1/01, Napp Pharmaceutical Holdings 
Limited and Subsidiaries, paragraph 413.
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In practice, therefore, any approach adopted by a competition authority to 
cost allocation is likely to be arbitrary. In Phenytoin, for example, the CMA allo-
cated cost across product types according to packs sold.10 This is not only arbitrary 
in the sense that it has no economic justification, it is arbitrary even as a unit 
because a ‘pack’ of tablets is not the same as a ‘pack’ in the form of a bottle. In 
Aspen, the Commission allocated different kinds of costs on the basis of different 
‘keys’ across Aspen’s multinational business. There is no ‘right’ way of doing it 
that has economic meaning. A prudent competition authority will therefore use 
several methods – and perhaps take action only when the price-cost gap is suffi-
ciently large for all of them.

As for return on capital, there are well-established techniques from utility 
regulation to estimate this, but in practice these techniques are harder to apply 
without the ‘regulatory accounts’ required by utility regulators. The CMA in 
Phenytoin used a (6 per cent) return on sales (ROS) measure instead, based on 
the average rate in the UK’s scheme for regulating drugs prices, having rejected 
Pfizer’s submissions that a relevant benchmark is provided by other generic 
pharmaceutical companies. In contrast, the EC assessed Aspen’s prices using 
a 23 per cent ROS (EBITDA) margin, based on the median of comparator 
pharmaceutical companies.

Both of these measures suffer from the problem that they apply average, port-
folio profit rates to profitability calculated for a single group of products. The 
CMA recognised this in Phenytoin and accepted that generic pharmaceuticals 
could, in principle, earn margins above 6 per cent; for example, to recover signifi-
cant investment or if there were significant commercial risks, but it decided that 
in this case no such factors applied.

United Brands Limb 2: is that price-cost gap ‘excessive’?
How large a gap between prices and a sufficiently inclusive measure of cost 
should be considered ‘excessive’? High prices act as important signals. They signal 
to consumers the value of looking elsewhere for alternatives and they signal to 
producers the value of launching competing products. An incorrect decision is 
likely to deter investment and innovation. There must therefore be a gap: a price 
just above the cost measures set out above is unlikely to be considered excessive.

10 CMA Decision of 7 December 2016 in Case No. CE/9742-13, Unfair pricing in 
respect of the supply of phenytoin sodium capsules in the UK, paragraph 5.147, 
https://assets.publishing.service.gov.uk/media/594240cfe5274a5e4e00024e/phenytoin-full-
non-confidential-decision.pdf.
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The United Brands judgment itself defines excessiveness as a price that bears 
no reasonable relation to a product’s ‘economic value’. However, this phrase has 
little meaning to economists. The normal meaning of ‘economic value’ would be 
the price the supplier could charge, but this would then imply no price can ever 
be excessive provided that purchasers pay it. The notion of a ‘fundamental value’ 
exercised early economists (from the French physiocrats who thought all value 
derived from land, to Marx and his ‘labour theory of value’) but more recently 
economists see value as contingent on supply and demand, rather than fixed. A 
litre of water has no value in a flood but it has almost infinite value to a stranded 
traveller in the desert.

This has not stopped competition authorities from considering a range of 
possible factors that they assess under ‘economic value’, under two headings.11

Is the price unfair ‘in itself’?
EU authorities and courts have assessed unfairness by considering whether prices 
were unfair ‘in themselves’. This is not a well-defined test and in practice seems 
to involve considering whether there were any good reasons for the price to be 
as high as it was, and if not, concluding it was unfair ‘in itself ’. In Phenytoin, the 
CMA noted the following:
• it had found no ‘additional’ factors that might justify the excess of prices 

over cost;
• the ‘substantial’ gap between prices and costs made the prices unfair in 

themselves;
• the prices could only be sustained because the companies were shielded from 

competition; and
• the excessive prices had adverse effects on the National Health Service and its 

resources (a finding with many parallels; for example, the Italian Competition 
Authority’s Aspen decision).

Of these four, only the first criterion seems to provide an additional test to the 
analysis the CMA had already conducted. The second follows from the finding 
of an excess of prices over cost and the third from a finding of dominance. The 
fourth seems to reflect public policy concerns.

11 United Brands, paragraph 252.
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Similarly, the EC provided something of a laundry list of ‘in itself ’ factors in 
Aspen, including:
• the nature of the products (old and off-patent);
• no improvements in quality or other reason for the price increase;
• the disproportionality of the price increase, compared to cost;
• the magnitude of Aspen’s profits; and
• Aspen’s strategy to increase prices.

This approach is similar to the CMA’s, with the addition of the last criterion 
reflecting the EC’s concern that Aspen had negotiated unfairly with health 
regulators (a concern mirrored – and more prominent – in the earlier Italian 
investigation of Aspen).

Is the price unfair in comparison to ‘competing products’?
Modern economics generally does not recognise any concept of ‘inherent value’, 
so instead it makes sense to assess excess by comparison with the price of similar 
products in reasonably competitive markets. The United Brands test allows for 
this, although rather confusingly it refers to ‘prices of competing products’, which 
cannot mean the price of products directly competing with the product under 
investigation (because the supplier must be dominant) but instead prices in other 
markets – usually other geographical markets or markets for similar products. 
When investigating price increases, competition authorities have sometimes 
taken the pre-increase price as a comparator, as the CMA did in Phenytoin.12

As economists, we suggest that competition authorities could be more crea-
tive in this area. There is no obvious logic to require the comparator to perform a 
similar clinical function, as the CMA and EC have required. A drug with similar 
costs of production, supplied under reasonably competitive conditions would seem 
to provide a reasonable comparator, no matter what condition it treats. However, 
if anything, the authorities seem to prefer to avoid comparators, perhaps because 
the ‘in itself ’ test provides a more discretionary alternative. Both the Phenytoin and 
Aspen decisions considered that there were no suitable competing products to take 

12 CMA Decision of 7 December 2016 in Case No. CE/9742-13, Unfair pricing in respect 
of the supply of phenytoin sodium capsules in the UK, paragraph 5.467, available at 
https://assets.publishing.service.gov.uk/media/594240cfe5274a5e4e00024e/phenytoin-full-
non-confidential-decision.pdf.
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as comparators. The Competition Appeal Tribunal strongly criticised the CMA’s 
reasoning here: the CMA had not considered the price of phenytoin capsules, as 
it must do before falling back on the ‘in itself ’ test.

Conclusions
Like many other economists, we are sceptical about the value of penalising exces-
sive pricing with fines.13 The tests applied in practice by competition authorities 
seem to involve a lot of discretion, creating uncertainty. We are not aware of 
any competition authority that has published guidelines on excessive pricing: the 
CMA’s published advice for business makes no reference to it, even though the 
fines it imposed in Phenytoin were the largest in its history.14

We do see a role for assessing excessive pricing and measuring profitability 
to identify constraints on competition, whether leading to enforcement action 
(if the constraints arise from conduct) or perhaps regulatory change. The CMA’s 
investigations led to a change in UK law to eliminate a pricing loophole,15 which 
seems a valuable result.

However, the law is as it is and competition authorities can and do enforce it, 
sometimes feeling pressure from public opinion. As with any other competition 
investigation, good economic analysis can help companies under investigation – or 
third parties – bring relevant evidence to the authorities’ attention and, if need be, 
challenge the authorities’ own analysis.

Rebates and discounts
Discounts and rebates are a means of reducing the net prices paid by purchasers. 
Discounts are typically deducted from gross prices at the time of discounting. 
Rebates are typically deducted at a future date, after invoicing, and may be applied 
on top of discounts. Both can often be pro-competitive or competitively neutral, 
as we discuss here before addressing situations in which discounts and rebates 
have the potential to harm competition, illustrated with reference to three specific 
recent cases.

13 See, for example, Fletcher and Jardine, presented as the UK’s contribution to the 
OECD’s roundtable on excessive prices in 2011, available at www.oecd.org/competition/
abuse/49604207.pdf.

14 CMA, ‘Competing fairly in business: at-a-glance guide’ (2015), available at 
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/
attachment_data/file/477569/SME_Compliance_At-A-Glance.pdf.

15 The UK government clarified its power to control prices, following the CMA’s Phenytoin 
investigation, in the Health Service Medical Supplies (Costs) Act 2017.
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Discounts and rebates in the pharma sector
Manufacturers may discount when supplying wholesalers, hospitals, pharmacies 
or other purchasing bodies. Wholesalers may also discount when supplying their 
customers (hospitals or pharmacies). While prices paid by purchasers could be 
reduced by lowering list or gross prices, discounts and rebates are prevalent in 
the pharmaceutical sector because in many situations manufacturers may have to 
reduce other prices if they reduce list prices. For example:
• in many European countries (for example, France, Portugal and Ireland), 

the amount reimbursed by payors to manufacturers is based on ‘reference 
pricing’; and

• the list price of existing drugs may also be a reference point when new innova-
tive drugs are introduced.16

Because discounts and rebates have the effect of lowering the prices paid by those 
who pay for medicines (which, in most cases, are not directly the patients that 
receive the medicines), in many circumstances this will be pro-competitive. They 
may, for instance, pass on cost savings by manufacturers or distributors when 
selling greater volumes.

When can discounts and rebates harm competition?
The primary competition concern associated with discounts and rebates is 
whether they are used to limit competition; for example, by excluding rivals, by 
foreclosing entry or expansion by new generic or biosimilar drugs after patents on 
an original drug expire.

The European Commission’s 2009 ‘Guidance on the Commission’s enforce-
ment priorities in applying Article 82 of the EC Treaty to abusive exclusionary 
conduct by dominant undertakings’ (the Article 82 Guidance Paper)17 discusses 
anticompetitive foreclosure and price-based exclusionary conduct.

16 See, for example, Espín, J and Rovira, J, ‘Analysis of differences and commonalities in 
pricing and reimbursement systems in Europe’ (2007), DG Enterprise and Industry of the 
European Commission, p. 100.

17 Communication from the Commission, ‘Guidance on the Commission’s enforcement 
priorities in applying Article 82 of the EC Treaty to abusive exclusionary conduct by 
dominant undertakings’ [2009] OJ C 45/02, available at https://eur-lex.europa.eu/
LexUriServ/LexUriServ.do?uri=OJ:C:2009:045:0007:0020:EN:PDF.
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First, the firm in question needs to hold a dominant position. For this reason, 
as with excessive pricing, market definition and an assessment of market power 
and dominance is the first step in assessing whether there is risk that a price-
based exclusionary abuse could occur or has occurred.

Second, to distinguish whether vigorous price competition (which is generally 
beneficial) is capable of foreclosing competitors, the Commission explains that 
it will normally only intervene if the pricing conduct is capable of ‘hampering 
competition from competitors which are considered to be as efficient as the 
dominant undertaking’;18 in other words, if an as efficient competitor (AEC) 
would be foreclosed.

The status of the AEC test has been much debated recently, notably in the 
EC’s Intel decision in 2009,19 and subsequent appeals.20 The European Court of 
Justice (ECJ) made clear that if an undertaking provided evidence that its conduct 
was not capable of restricting competition, then the EC must examine:
• the extent of the undertaking’s dominant position;
• the share of the market covered by the challenged practice (i.e., the contest-

able share of the market);
• the conditions and arrangements for granting the rebates in question;
• the duration of rebates;
• the rebates’ amount; and
• the possible existence of a strategy to exclude from the market competitors 

that are at least as efficient as the dominant undertaking.21

The economics behind the ECJ’s Intel judgment is consistent with the EC’s 
Article 82 Guidance paper, and also in line with a CMA decision published in 
June 2015 when it closed a case relating to a suspected loyalty-inducing discount 

18 id., paragraph 22.
19 Commission Decision of 13 May 2009 in Case No. COMP/37.990, Intel, available at 

https://ec.europa.eu/competition/antitrust/cases/dec_docs/37990/37990_3581_18.pdf.
20 Judgment of the General Court of 12 June 2014, Intel Corp. v. European Commission, 

T-286/09, EU:T:2014:547, available at https://eur-lex.europa.eu/legal-content/EN/TXT/PDF
/?uri=CELEX:62009TJ0286&from=EN.

21 Judgment of the Court of Justice of 6 September 2017, Intel Corp. v. European Commission, 
C-413/14 P, EU:C:2017:632, available at https://curia.europa.eu/juris/document/
document.jsf?text=&docid=194082&pageIndex=0&doclang=en&mode=lst&dir=&occ= 
first&part=1&cid=65097.
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scheme in the pharmaceutical industry. That CMA decision noted that concerns 
can arise relating to foreclosure in certain circumstances.22

• Discount or rebate schemes have a loyalty-inducing effect. Rebates that arise 
in return for exclusive purchasing are an example of this.

• Retroactive rebates may be of particular concern here, particularly if there 
are units that the purchaser needs to buy from the dominant company while 
other units are contestable, and the discount or rebate is conditional on the 
customer purchasing its contestable sales from the dominant company. This 
implies the rival has to compensate the customer for the loss of the discount 
across all volumes if it wishes to win business on the contestable portion.

• If the price that the rival would have to charge falls below the costs of the 
dominant firm, then a firm that is equally as efficient as the dominant firm 
will be foreclosed from competition for some or all of the contestable market. 
In some pharmaceutical markets, the contestable portion may relate to 
new patients while existing patients may continue on their existing course 
of treatment.

Below we discuss some recent cases in the UK and the Netherlands, which all 
relate to tumour necrosis factor (TNF) alpha inhibitors, to illustrate the economic 
issues connected with rebates.

UK Remicade case
The CMA began a formal investigation in December 201523 into Merck Sharpe 
and Dohme Limited’s (MSD) pricing of Remicade, the brand name for its 
infliximab product, a type of biological immunosuppressant used to treat autoim-
mune inflammatory disorders such as Crohn’s disease and rheumatoid arthritis.24 
The CMA suspected that MSD had abused a dominant position by offering 
loyalty-inducing discounts for the sale of Remicade in the UK.25

22 CMA Statement of 26 June 2015 in Case No. CE/9855-14, Conduct in the pharmaceutical 
sector investigation, available at https://assets.publishing.service.gov.uk/
media/558c2743e5274a1559000004/Pharmaceutical_sector_investigation_closure_
statement.pdf.

23 CMA Decision of 14 March 2019 in Remicade, alleged abusive discount scheme 
(CMA Remicade Decision), available at https://assets.publishing.service.gov.uk/
media/5c8a353bed915d5c071e1588/Remicade_No_Grounds_For_Action_decision_
PDF_A.pdf.

24 id., paragraph 1.6.
25 id., paragraph 1.5.
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The Remicade patent expired in the UK in February 201526 and two biosimilar 
products (Inflectra, sold by Hospira, and Remsima, sold by Napp) were intro-
duced in the UK from March 2015.27 In contrast with generic medicines, which 
are generally considered to be bioequivalent to small molecule drugs, biosimilar 
drugs are ‘similar to’ the originator biological medicine because no two batches of 
a biological product are identical.

Prior to the Remicade patent expiring, the Commercial Medicines Unit, 
which advises trusts in England on procurement of medicines, held a tender 
process. MSD designed a discount scheme in its response. Simplifying the scheme 
for ease of exposition: prices varied according to volume thresholds reached; and 
prices were the same across regions in England with volume thresholds tailored to 
expected demand within each region. If a region purchased less than 85 per cent 
of total infliximab demand through Remicade, all discounts would be withdrawn 
and list prices would be charged. Prices after discount would fall as MSD’s share 
of total expected infliximab demand increased from 85 per cent to 100 per cent.28 
If a region purchased more than 85 per cent but less than 94 per cent of expected 
infliximab demand through Remicade, it would face higher prices than previ-
ously.29 The discounts were not retroactive after MSD introduced a quarterly 
review process between the original launch of the scheme and its implementation.

Market definition was limited to infliximab, including Remicade and biosim-
ilars, in England.30 This was not widened to include other drugs with a degree 
of therapeutic substitutability due to the difference in mode of administration, 
which meant that Remicade was generally prescribed when other biological 
immunosuppressant medicines were not suitable.31 MSD was found to have held 
a dominant position in the relevant market during the relevant period.32

26 id., paragraph 2.8.
27 id., paragraph 2.17. A third product, Flixabi, was introduced in the UK in September 2016 

and was not relevant to the investigation (paragraph 2.18).
28 id., paragraph 4.33.
29 id., paragraph 2.79.
30 id., paragraph 3.10.
31 id., paragraphs 3.16–3.17.
32 id., paragraph 3.42.
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The CMA inferred that MSD had an anticompetitive strategy in designing 
its discount scheme:

MSD’s internal analysis demonstrates that MSD designed its Discount Scheme to 
result in:
a.  Biosimilar suppliers having to charge very low prices in order to match the effective 

price charged by MSD over the contestable share of demand; and
b.  the NHS having to pay more in total for infliximab products if it chose to switch from 

purchasing Remicade to purchasing Biosimilars.33

The CMA did not apply an AEC test in its statement of objections and did not 
consider it necessary to do so.34 The CMA assessed factors that it viewed as relevant 
to assessing the possible existence of a strategy aimed at excluding competitors 
that are at least as efficient as the dominant undertaking. To do this, the CMA 
assessed dominance, the share of the market covered by the challenged practice, 
the conditions for granting discounts and discounts’ duration and amount.35

The net price of Remicade was ‘very low’ over the portion of the market that 
MSD expected biosimilars to compete for (mainly new patients).36 The CMA 
found that ‘Biosimilar suppliers would have had to make a loss to win sales from 
Remicade . . . in which case it would not have been possible for a Biosimilar to 
compete with MSD unless the NHS was willing to switch a larger proportion of 
sales from Remicade to Biosimilars’.37

The design of the discount scheme thus in theory appeared to satisfy economic 
tests for a scheme that had the potential to exclude competition by equally efficient 
competitors.

The CMA, however, ultimately concluded that an exclusionary effect was not 
likely. This is because Remicade’s discount scheme made a number of assump-
tions about the market at the time, which turned out to be incorrect, which in turn 
meant that exclusion did not occur, such as:
• MSD had overestimated the degree of clinical caution within the National 

Health Service, which would have acted to limit expansion by biosimilars.38 

33 id., paragraph 4.30.
34 id., paragraph 4.81.
35 id., paragraph 4.16.
36 id., paragraph 4.36.
37 id., paragraph 4.37.
38 Certain trusts acted as ‘pioneers’, which meant that other trusts followed suit once trials 

had proved successful (paragraph 4.70).
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Trusts took a longer-term view of costs and benefits of biosimilars and risking 
a short-term increase in infliximab expenditure to reduce overall expenditure 
as confidence in biosimilar usage increased.39 This meant that the financial 
incentives that MSD had designed were quickly overcome; and

• the strength of the financial incentives turned out to be less than MSD had 
planned – in particular, the retroactive portion of the discount scheme’s orig-
inal design was removed when MSD introduced a quarterly review process 
prior to implementation.

These factors in combination meant that the contestable share for biosimilars 
turned out to be higher than MSD had anticipated.40 Based on these particular 
factual circumstances – in effect, because MSD’s planning assumptions had 
proven to be incorrect – the CMA concluded that the conditions for prohibition 
were not met41 and issued a ‘no grounds for action’ decision in March 2019.

Recent cases in the Netherlands
Following the Netherlands Authority for Consumers and Markets (ACM) 
sector enquiry into TNF-alpha inhibitors, the competition authority investi-
gated discounts on other branded infliximab products: Humira and Enbrel. The 
ACM was concerned that discount structures could be used to exclude biosimilar 
competitors and reduce incentives for manufacturers to invest in biosimilars. The 
potential concerns are similar to those in the UK Remicade case: that discount 
schemes could be used to limit purchases of biosimilars and restrict their expan-
sion with the result that payors pay more for drugs instead of benefiting from 
competition after patents on originator drugs have expired.

Abbvie and Humira
The patent on adalimumab, the active ingredient in Humira, expired in the 
Netherlands in late 2018. According to the ACM, AbbVie offered hospitals 
discounts that mandated exclusive purchasing of Humira for existing patients. 
The ACM launched an investigation in 2019. Hospitals would receive a signifi-
cant discount only if existing patients continued to use Humira; these discounts 
would be withdrawn if hospitals allowed some patients to switch to a biosimilar, 
with the result that they would then have to pay significantly more for Humira. 

39 CMA Remicade Decision, paragraph 4.72.
40 id., paragraph 4.74.
41 id., paragraph 1.16.
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The discount scheme as described is one in which a firm tries to foreclose compe-
tition for the contestable portion of the market (new patients) by withdrawing 
discounts on the potentially non-contestable portion (existing patients). AbbVie 
did not endorse the ACM’s findings but nevertheless dropped the conditions 
associated with its discounts in 2020.42

Pfizer and Enbrel
Pfizer’s patent on etanercept, the active ingredient in Enbrel, expired in 2015, 
following which two biosimilars entered the Netherlands.43 In autumn 2021, the 
ACM opened an investigation into Pfizer’s pricing of Enbrel because Pfizer’s 
contracts allowed it to reduce the discount it offered if the volumes purchased 
by the hospital decreased by more than a specified percentage. This aspect of 
the contracts created a financial barrier to hospitals switching from Enbrel to 
biosimilars. The hospitals had to continue purchasing Enbrel for existing patients 
that could not switch or did not wish to switch to biosimilars, and hospitals could 
have ended up paying almost four times as much for Enbrel for those patients. 
While Pfizer did not agree with the ACM’s assessment, it amended its contracts 
to remove the relevant discounting clauses.

42 Netherlands Authority for Consumers and Markets (ACM) Statement of 24 September 2020, 
‘ACM closes investigation into drug manufacturer AbbVie, competitors get more room now’, 
available at www.acm.nl/en/publications/acm-closes-investigation-drug-manufacturer-
abbvie-competitors-get-more-room-now.

43 ACM Statement of 11 February 2022, ‘Drug manufacturer Pfizer to discontinue its steering 
pricing structure for Enbrel following discussions with ACM’, available at www.acm.nl/en/
publications/drug-manufacturer-pfizer-discontinue-its-steering-pricing-structure-enbrel-
following-discussions-acm.

© Law Business Research 2022



An Economist’s Perspective

20

Summary of European pharmaceutical cases involving rebates and discounts

Authority Companies 
involved

Drugs involved Year Issue Finding

Netherlands 
Authority for 
Consumers 
and Markets 
(ACM)

Pfizer Enbrel 
(etanercept), 
anti-rheumatic 
drug

2022 Discounts to 
hospitals that 
were removed 
if purchase 
volumes 
decreased 
by more than 
a specified 
percentage; 
concern 
that entrant 
biosimilars 
would be 
excluded

Pfizer 
removed 
the discount 
clauses 
from Enbrel 
contracts 
and bids

ACM Abbvie Humira 
(adalimumab), 
prescribed for 
rheumatism, 
psoriasis and 
Crohn’s disease, 
among other 
conditions

2022 Discounts to 
hospitals that 
(according to the 
ACM) mandated 
exclusive 
purchasing 
of Humira for 
existing patients; 
discount would 
lapse if some 
patients switched 
to a biosimilar

Abbvie 
stopped the 
conditions 
attached to 
its discounts

UK 
Competition 
and Markets 
Authority 
(CMA)

Merck Sharpe 
& Dohme 
Limited

Remicade 
(infliximab)

2019 Discounts to limit 
entry/expansion 
by competing 
biosimilars

No grounds 
for action

CMA Not disclosed Not disclosed 2015 Loyalty-inducing 
rebates

No action 
taken

ACM AstraZeneca Nexium, heart 
burn drug

2014 Discounts to 
hospitals

No action 
taken

Competition 
Authority 
(France)

Schering 
Plough 
(distributor 
in France) 
and Reckitt 
Benckiser 
(manufacturer)

Subutex 
(buprenorphine) 
and Arrow’s 
generic 
challenger, for 
treatment of 
opiate addiction

2013 Discounts to 
pharmacies to 
saturate aisles 
with Subutex 
as well as easy 
payment options 
(combined with 
denigration)

€15.3 million 
fine for 
Schering 
Plough and 
€414,000 fine 
for its parent 
Merck & Co; 
€318,000 fine 
for Reckitt 
Benckiser
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Authority Companies 
involved

Drugs involved Year Issue Finding

Competition 
Authority 
(Portugal)

Roche NeoRecormon 
and Aranesp, 
prescription 
pharmaceuticals 
restricted to the 
hospital channel

2012 Discounts to 
hospitals

€900,000 fine

UK Office 
of Fair 
Trading and 
Competition 
Appeal 
Tribunal

Napp Sustained-
release 
morphine, an 
opioid analgesic 
used to treat 
moderate and 
severe pain, 
particularly in 
cancer patients

2002 Discounts of over 
90% to hospitals 
(combined with 
excessive prices 
in the pharmacy 
channel)

£3.2 million 
fine

Source: Compass Lexecon analysis based on data from European and UK competition 
authority websites

Killer acquisitions
A ‘killer acquisition’ is a merger with the intention or effect of eliminating a future 
competitor. Often, the term relates not to a loss of existing competition, but to the 
acquisition of a target that could compete with the acquirer in future. The term 
is controversial, often intended to imply a need for change in merger procedures 
and assessment. Nonetheless, there is some evidence of killer acquisitions having 
occurred in the life sciences sector.

This is one of two sectors to have attracted recent commentary on possible ‘killer 
acquisitions’. The other is the tech sector, where the concerns are rather different. 
The large digital platform providers often buy innovative start-ups – at the time 
of writing, Google has made 237 acquisitions and 155 investments since its foun-
dation, for example.44 These could be killer acquisitions if, without the deal, the 
targets would have grown into serious competitors to those businesses. However, 
this is a low-probability (but high impact) outcome that is near-impossible to 
predict: most of these deals are (presumably) not anticompetitive and may serve a 
valuable function in rewarding innovative entrepreneurs.

In pharmaceuticals the situation is different. Here, the concern is about 
acquiring control of an existing research and development process, usually 
leading to a well-defined future competitor. For example, a small company that 
is innovating around a highly profitable patented drug might be bought out by 
the owner of that drug. It is conceptually straightforward to determine which 

44 https://tracxn.com/d/acquisitions/acquisitionsbyGoogle.
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existing products may face competition from a drug in development once a drug 
has proceeded to clinical trials. The EC has often identified overlaps in product 
development, in merger assessments:

The Commission intervened to protect innovation competition in a number of cases 
which, for example, threatened to thwart advanced R&D projects for life-saving cancer 
drugs (Novartis/GlaxoSmithKline Oncology) or for pipeline insomnia medicines at 
an early stage of development ( Johnson & Johnson/Actelion). In the Pfizer/Hospira 
case, the Commission was concerned that the merger would do away with one of the 
two parallel projects to develop competing biosimilars. The Commission cleared all 
these transactions but only after the companies offered remedies to ensure that pipeline 
projects were not dropped and found a new operator to drive them forward.45

However, an academic paper by Cunningham et al (2021)46 and a study conducted 
by Informa Pharma Consulting and Florian Szücs for the European Commission 
(2020)47 both present evidence that transactions between pharmaceutical firms 
resulted in a higher likelihood of drugs in development not proceeding to be 
introduced, when those drugs overlapped with the existing portfolio of the 
acquiring firm.

Cunningham et al use a data set of drug projects initiated between 1989 
and 2010, and track their development activities and any acquisition until 2016. 
About 22 per cent of these projects were identified as affected by a merger, and 
about 25 per cent of those involved an overlap between the acquired develop-
ment project and products of the acquiring firm, where an overlap is defined as 
a drug of the same therapeutic class and mechanism of action. The authors find 
that acquisitions of an overlapping project were about 20 per cent more likely to 
result in cancelled projects than others. From this, they conclude that 5 per cent 
to 7 per cent of all acquisitions were killer acquisitions, in effect, and further note 

45 Commission Report to the Council and the European Parliament of 28 January 2019, 
‘Competition enforcement in the pharmaceutical sector (2009–2017)’, pp. 2 and 3, available 
at https://ec.europa.eu/competition/sectors/pharmaceuticals/report2019/report_en.pdf.

46 Cunningham, C, Ederer, F and Ma, S, ‘Killer acquisitions’, Journal of Political Economy (2021) 
129(3), 649–702.

47 Szücs, F, Pang, T, Folwell, B, et al., ‘Study on the impact of mergers and acquisitions 
on innovation in the pharmaceutical sector’, EC Directorate-General for Research and 
Innovation, Publications Office, 2020.
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that they are particularly concentrated just below the threshold for notification 
to the US authorities, suggesting this may be a deliberate strategy. They find the 
effect to be equivalent to around 13 new drug projects per year being ‘killed’.

There may be other, more benign, explanations for these results, some of 
which are addressed by Cunningham et al. Not all overlapping drug projects 
produce clinical or economic benefits. Some might represent mere additions to 
an already reasonably competitive market, in which case it might make sense for 
an existing supplier to discontinue them from an acquired portfolio (but not if 
this were the target firm’s only product – and the dataset includes such examples).

It is not obvious how this analysis should influence policy. The study found 
a higher probability of project cancellation, but against a background in which 
many projects are cancelled for benign reasons – so which deals can be prospec-
tively assessed as killers? We understand the EC has commissioned an ex post 
review to identify specific past killer acquisitions in the pharmaceutical sector 
and advise on possible changes to merger control in response.48 The EC has also 
called for Member States to refer to it transactions below the national notification 
thresholds, using Article 22 of the European Commission Merger Regulation.49 
At the time of writing, it remains to be seen whether the EC or another competi-
tion authority will identify specific killer transactions as part of merger control in 
the life sciences sector, but they clearly intend to try.

48 https://etendering.ted.europa.eu/cft/cft-display.html?cftId=7774.
49 Schrijvershof, D, van de Hel, M and Breithaupt, P, ‘European Commission calls for notification 

of killer acquisitions’ (Maverick, 22 April 2021), available at www.maverick-law.com/en/
blogs/european-commission-calls-for-notification-of-killer-acquisitions.html.
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