
 
 

Pay-for-delay 

 
A competition law analysis of settlement 
agreements in the pharmaceutical sector 

Christine-Jane Selenhag 

Faculty of Law 
Master of Laws Thesis in European Union Law, 30 ECTS credits 
Law program (270 ECTS credits) 
Spring term 2019 
Supervisor: Björn Lundqvist 
Swedish title: ”Pay-for-delay: en konkurrensrättslig analys av  
förlikningsavtal inom läkemedelsindustrin” 





 3 

Abstract 

During the last two decades many pharmaceutical originator companies have 
struggled with refilling its pipelines with novel pharmaceutical products. At the 
same time many of these companies have lost patent protection for its most 
profitable drugs and more are expected to do so in the very near future. When 
pharmaceutical patents expire it is generally expected that generic 
manufacturers enter the market with significantly cheaper versions of the pre-
patented drugs. Accordingly, generic entry poses strong competitive price 
pressure on originator companies and the latter may therefore be inclined to 
hinder these competitors from entering the market. 

The preparations for generic launch often starts a few years before patent 
expiry and it is therefore common that patent disputes arise. Patent disputes are 
not only highly complex, time consuming and costly, the disputes are often also 
characterized by a high degree of uncertainty to whether or not the patents are 
infringed and/or valid. Thus, incentives for settling the disputes out of court 
are often high for both originator and generic undertakings. Legitimate patent 
settlement agreements are generally not considered to pose any competitive 
concern. However, the Commission has observed that these settlement 
agreements has been used to conceal anti-competitive terms by which the 
originator companies sets out to buy off its generic competitors for delaying its 
plans to enter the market. These anti-competitive arrangements are more 
generally known as pay-for-delay settlements. 

The Commission has issued two decisions against pay-for-delay settlements 
of which the GC has confirmed the Commission’s assessments. After fulfilling 
a three-step criteria developed by the Commission, these agreements were 
considered to have as its object the restriction of competition within the 
meaning of article 101 (1) TFEU. When an agreement is categorized as a 
restriction by object it is considered to be by its very nature restrictive of 
competition, and is therefore presumptively illegal. This approach has been 
vastly criticized in the legal doctrine for not being sufficiently clear and legally 
certain. Therefore, the purpose of this essay has been to critically analyze the 
Commission’s approach in assessing patent settlement agreements. 

The overall findings of the analysis do however indicate that the 
Commission’s categorization of pay-for-delay settlements as restrictions of 
competition by object follows the established rules of EU competition law and 
should therefore be justified. 
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Abbreviations 

AG 
API 
EU 
EPC 
GC 

Advocate General 
Active pharmaceutical ingredient 
European Union 
European Patent Convention 
The General Court 

IPR Intellectual property right 
NCA 
SPC 

National Competition Authority 
Supplementary Protection Certificate 

TEU Treaty on European Union 
TFEU 
WIPO 

Treaty of the Functioning of the European Union 
World Intellectual Property Organization 
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1 Introduction 

1.1 Background of the research 
In 2018 World Health Organization estimated that over 9.6 million people 
worldwide would die from cancer, but that between 30-50 % of those cases 
could be prevented and cured.1 People living with fatal illnesses such as cancer 
are depended on developments and innovation in the pharmaceutical sector. 
Access to new, improved, affordable and safer medicines, techniques and 
methods are therefore crucial for the safeguarding of public health.2 These 
benefits would however not be possible to achieve without the significant 
research and development (“R&D”) efforts invested by pharmaceutical 
originator companies3 willing to take the financial risk of bringing new drugs to 
the market.4 The costs associated with pharmaceutical innovation are however 
high. There are also high risks for failure in drug development or, if successful, 
significant risks for imitation from third parties.5 Therefore, the pharmaceutical 
sector heavily relies on patents to protect these investments.6 

During the last two decades the rate of innovation within the pharmaceutical 
sector has decreased. As a result, very few novel drugs have reached the 
market.7 At the same time, due to expiry of patent validity, several originator 
companies have lost patent protection of its most profitable medicines, so 
called “blockbusters”8, and more are expected to do so in the very near future.9 
Generally, patents act as a barrier to entry as it gives the patent holder an 
exclusive right to the innovation.10 Thus, patent expiry generally effects the 

                                                      
1 World Health Organization, Cancer prevention, (retrieved 2019-02-03) 
“www.who.int/cancer/en/”. 
2 European Commission, Executive Summary of the Pharmaceutical Sector Inquiry Report, 2009, p. 2 [cit. 
Executive summary of the pharmaceutical sector inquiry report]. 
3 A pharmaceutical originator company is a company first to develop and produce specific 
medicine. 
4 Executive summary of the pharmaceutical sector inquiry report, p. 2. 
5 European Commission, Pharmaceutical Sector Inquiry Final Report, 8 July 2009, p, 97 [cit. Final 
report of the Pharmaceutical sector inquiry]. 
6 Final report of the Pharmaceutical sector inquiry, p, 97. 
7 Ibid, p, 33. 
8 A blockbuster is a medicine whose annual global turnover exceeds 1 billion US dollars. 
9 Executive summary of the pharmaceutical sector inquiry report, p. 3. 
10 Jones A., & Sufrin B., EU Competition Law, 6th ed., Oxford University Press, Oxford, 2016, p. 
827-828 [cit. Jones & Sufrin]. 
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market structure and acts as an important source for price competition.11 The 
loss of exclusivity in the pharmaceutical sector allows for market entry of so-
called generic versions of drugs, i.e. drugs identical or equivalent to pre-
patented drugs of originator companies.12 What differs generic companies from 
originator companies is that generic companies generally do not have to invest 
significant R&D efforts and costs; instead they rely on the R&D efforts 
invested by originator companies reflected in the patent. As a result, generic 
companies pose strong competitive pressure on originator companies since 
they can offer the generic versions at significantly lower prices compared to the 
original products.13 This competitive pressure is often imminent some time 
before patent expiry when generic undertakings start its preparations for 
launching its generic version and it is therefore common that patent disputes 
arise at the time when generic entry is expected. 

Patent expiry and the struggle of originator companies in pharmaceutical 
innovation has been identified by the European Commission as some of the 
underlying reasons to why originator companies have become increasingly 
more dependent on the revenues gained from the existing best-selling products 
such as blockbusters.14 Originator companies are therefore inclined to take 
different actions to prolong the commercial lifespan of its patented products 
for as long as possible in order to maintain its revenues.15 At the same time the 
Commission has observed a delay in the expected generic entry on the 
pharmaceutical markets in the EU.16 

The decrease in generic entry was one of the factors that led the 
Commission to initiate a sector inquiry into the pharmaceutical sector to 
monitor the EU market. Several problems have been identified in the strategies 
used by originator companies that constitute obstacles for generic entry that 
potentially lead to distortion of competition. One of these identified strategies 
is the delay or suspension of generic entry through anti-competitive terms in 
patent settlement agreements entered between originator and generic 
companies. In exchange for delaying its market entry the generic company is 
allowed “a part of [the originator’s] cake”17 from the sold units of the original 
drug.18. These arrangements are also known as reverse payments as they, in 
contrast to legal patent settlement agreements, result in the patent holder 

                                                      
11 European Commission, Competition Enforcement in the Pharmaceutical Sector (2009-2017), COM 
(2019) 17 final, Brussels, 28 January 2019, p. 2 [cit. Competition Enforcement in the 
Pharmaceutical Sector (2009-2017)]. 
12 The Swedish medical products agency, Det här är ett läkemedel, (retrieved 2019-02-03) 
“lakemedelsverket.se/malgrupp/Allmanhet/Vad-ar-ett-lakemedel/”. 
13 Final report of the Pharmaceutical sector inquiry, p. 77. 
14 Executive summary of the pharmaceutical sector inquiry report, p. 3. 
15 Ibid. 
16 Final report of the Pharmaceutical sector inquiry, p. 13. 
17 Citation found by the Commission in an internal document during a dawn raid of a company, 
see Competition Enforcement in the Pharmaceutical Sector (2009-2017), p. 2. 
18 Jones & Sufrin, p. 870-871. 
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paying the alleged infringer instead of the opposite.19 In turn, the effect of 
reverse payments is the delay or suspension of generic entry, commonly 
referred to as anti-competitive pay-for-delay agreements. 

Upon the sector inquiry, monitoring of patent settlement agreements have 
been a high priority for both the Commission and national competition 
authorities (“NCAs”). The Commission has issued two decisions against pay-
for-delay settlements in the cases of Lundbeck and Servier. Based on a cumulative 
criterion developed by the Commission, the agreements in these cases were 
considered infringements of article 101 TFEU as restrictions of competition “by 
object”. When a conduct is classified as a “by object”-restriction it is presumed 
to be anti-competitive by its very nature. Thus, the alleging party, most often 
the Commission, does not have any burden of proof for showing that the 
agreements have anti-competitive effects, since these are already presumed.  

1.2 Purpose and research questions 
Given the complex nature of patent disputes, it could be questioned whether 
the classification of patent settlement agreements containing reverse payments 
as restrictions of competition by object is an appropriate means of achieving 
effective competition on the market, or if it rather gives rise to uncertain 
competition law enforcement?  

The purpose of this thesis is to critically examine the EU competition law 
approach to patent settlement agreements in the pharmaceutical sector and 
analyze whether this approach is sufficiently clear to create foreseeability and 
efficient competition law enforcement. To fulfill this purpose, the following 
research questions will be answered: 
 

i. Under what circumstances can a classification as restriction by object 
be justified, in contrast to a restriction by effect? 

ii. When and why can a patent settlement agreement be considered to 
have as its object the restriction of competition? 

iii. Can the Commission’s approach for finding a patent settlement 
agreement restrictive by its object be justified or is it problematic? 

1.3 Method 
The legal dogmatic method in combination with the European legal method 
will be used in this thesis. The European legal method is to be understood as a 
measure for practical legal interpretation of the EU body of legislation, and not 
a method for legal research why it is suitable to be combined with other 
                                                      
19 Jones & Sufrin, p. 870-871. 
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research methods.20 The purpose of the legal dogmatic method is to interpret 
and systematize the sources of law to establish the applicable law.21 This 
systematizing part of the method involves an analysis of the relationship 
between a concrete situation and the applicable law to determine what applies 
to the given situation.22 The starting point is that the answer should be sought 
in the generally accepted sources of law.23 

In line with the European legal method, when analyzing EU law the most 
relevant sources of law are the EU treaties, which are primary law consisting of 
binding agreements between EU member states that sets out the objectives and 
principles of the EU. It is from here that secondary law derives, consisting of 
binding regulations, directives and decisions, as well as non-binding 
recommendations and opinions. 24 Not seldom, both EU primary and 
secondary legislation are constructed in a rather vague approach describing 
goals and union values why the need for interpretation often is substantial. In 
accordance with article 19(1) TEU, the EU Courts holds a certain responsibility 
to ensure that the interpretation and application of the Treaties observes the 
law.25 Therefore, the EU legal system is also characterized by the significance of 
the Courts case law acting as a complement to the statutory law.26 The EU 
Courts consists of the General Court (“GC”) and the European Court of 
Justice (“ECJ”), which are the first instance respectively the highest instance in 
matters concerning EU law27. The case law from the ECJ holds the most 
precedent value. However if the ECJ has not ruled on a certain matter, but the 
GC has, then the judgment from the GC is more precedent compared to other 
sources of law.28 

The purpose of analyzing the different sources of law is to achieve a result 
that is assumed to reflect the content of the applicable law, which in turn can 
be used in legal problem solving of a concrete situation. This type of analysis 
constitutes the so-called de lege lata29 perspective of the legal dogmatic method.30 
The method also comprises a systematizing part and aims to describe the legal 
system through a measure of scrutiny. This part of the method is characterized 

                                                      
20 Reichel, in Korling F., & Zamboni M., (red.), Juridisk metodlära, 1st ed., Studentlitteratur, 
Lund, 2013, p. 121-122. 
21 Kleineman, in Korling F., & Zamboni M., (red.), Juridisk metodlära, 1st ed., Studentlitteratur, 
Lund, 2013, p. 22 [cit. Kleineman]. 
22 Kleineman, p. 26. 
23 Ibid, p. 21. 
24 Hettne, J., & Otken Eriksson I., EU-rättslig metod – teori och genomslag i svensk rättstillämpning, 2nd 
ed., Norstedts Juridik AB, Stockholm, 2011, p. 40-41 [cit. Hettne & Otken Eriksson].  
25 Hettne & Otken Eriksson, p. 49. 
26 Ibid, p. 40-41. 
27 Ibid, p. 55-56. 
28 Ibid, p. 56. 
29 Latin for ”the law as it exists”. 
30 Peczenik, A., Juridikens allmänna läror, Svensk Juristtidning (SvJt), no. 3, pp. 249-272, 2005, p. 
249 [cit. Peczenik]. 
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by a de lege ferenda31 perspective and is used as a measure to find explanation to 
how possible loopholes in the applicable law that appears to be unsolved 
should be solved.32 By demonstrating that the law entails unsatisfactory results 
on the basis of certain objectives or benchmarks that are important for the 
situation at hand, this critical approach implies that the legal dogmatic method 
goes a step further than merely describing what constitutes the applicable law.33 
Thus, under this critical approach, legal doctrine can be of great importance 
compared to other sources of law as it in many times not only provides an 
overview of the content of the legal system but also criticizes deficiencies in the 
applicable law.34 

The primary aim of this essay is to conduct a competition law analysis on the 
pay for delay phenomenon and since competition law has strong connection to 
economic theory it is necessary to also include some economic aspects in the 
analysis.35 Furthermore, the essay is not conducted through any comparative 
legal method, but some comparative elements regarding the approach taken in 
the United States on the matter is emphasized in the analysis to further enrich 
the discussion and illustrate a different view on the matter. 

1.4 Material 
For the given purpose of this essay to be fulfilled a de lege lata perspective has 
been used to present the applicable EU competition rules to patent settlement 
agreements. Thus, the starting point for this essay lies in primary law of article 
101 TFEU, which prohibits anti-competitive agreements. Within EU 
competition law the compatibility of patent settlement agreements with article 
101 TFEU is mainly regulated through secondary law and case law, why there is 
reason to also regard these sources of law. The case law that has been included 
as part of the de lege lata presentation of this essay focus on the more 
preceding cases, mainly from the ECJ, but also from the GC where a court 
ruling has not been given by the ECJ.  

In any competition law matter concerning intellectual property rights 
(“IPRs”) the Commission or national competition authorities (“NCAs”) may 
assess the scope of IPRs in order to apply the EU competition rules.36 Such 
assessments were made in the decisions of Lundbeck and Servier. Both decisions 
were appealed and the GC has delivered a judgment in both cases. The GC:s 
review of the Commission’s assessment is however limited to determining 

                                                      
31 Latin for ”what the law should be”. 
32 Kleineman, p. 36. 
33 Ibid, p. 38. 
34 Peczenik, p. 249 f. 
35 Hettne & Otken Eriksson, p. 123-124. 
36 Turner, J., Intellectual Property and EU Competition Law, 2nd ed., Oxford University Press, Oxford, 
2015, p. 32 [cit. Turner]. 
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whether the assessment is reasonable in the light of the applicable law.37 
Therefore both the GC:s judgments and the Commission’s decisions have been 
important sources of law for this essay when analyzing how patent settlements 
are to be assessed by competition law. In this regard it is to be noted that the 
Commission’s decisions in Lundbeck and Servier were almost 500 respectively 
900 pages long and the judgments from the GC contained between 900 
respectively 2000 paragraphs. Therefore, only the most relevant aspects and 
circumstances of these decisions and judgments are discussed in this essay and 
are not in any way exhaustively complete. Furthermore the GC:s judgment in 
Servier has currently only been delivered in French. Due to a language barrier, 
case law summaries have been used that have been reviewed against an 
unofficial translation of the judgment in Servier to control its accuracy. 
References are made to the paragraphs in the official court judgment. 

Even though not considered a binding legal source, the Commission’s 
investigations and reports such as the Pharmaceutical Sector Inquiry Report 
and its subsequent investigations provide important data on inter alia the 
structure of the market, patent settlement agreements and information on the 
Commission’s view in this regard. These sources has been used only as part of 
the descriptive presentation relating to the legal and economic structure of the 
pharmaceutical sector to help the reader understand the context of which the 
disputed settlement agreements have been concluded in. These reports have 
not been used as a legal source and should therefore not alter any 
methodological issues in this essay. 

Lastly, when conducting the critical analysis in line with the de lege ferenda 
perspective, it has been useful to examine arguments posed in the legal doctrine 
on the issue of pay-for-delay. The research material is significant, and a 
selection has been made based on doctrine with focus on EU competition law. 
However, as part of the comparative element of discussing the United States’ 
approach towards pay-for-delay agreements, legal doctrine related to this matter 
has also been a relevant source of law in this essay. 

1.5 Delimitation 
When analyzing competition law matters, it needs to be borne in mind that the 
EU holds exclusive competence in establishing the competition rules for the 
functioning of the internal market.38 As a result, each member state is obliged 
to apply the EU competition rules where there is an effect on trade between 
member states. Other matters absent this effect are of national concern and 
national competition law applies.39 Since this essay primarily concerns EU 

                                                      
37 Turner, p. 32, with reference to C-193/83, Windsurfing International v. Commission, paras. 23-36. 
38 Article 3(1)(b), TFEU. 
39 Jones & Sufrin, p. 99. 
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competition law aspects on patent settlement agreements, the scope of analysis 
only includes decisions and case law from the EU institutions and not cases 
NCAs. Nor has any comprehensive focus been on decisions outside the EU 
other than what is needed for the comparative elements of the analysis. 

The essay is further limited to a discussion and analysis of reverse payment 
agreements falling under the prohibition against anti-competitive agreements in 
article 101 TFEU. Any aspects regarding abuse of dominance in article 102 
TFEU has therefore not be discussed in this essay. For the interested reader it 
should however be noted that in Servier, the Commission also imposed fines for 
infringement of article 102 TFEU. This decision was however annulled by the 
General Court (“GC”).40 

Lastly, even though the Commission has issued a third decision concerning a 
type of pay-for-delay arrangement in Johnson&Johnson/Novartis this decision has 
not been included in this essay since it did not concern a patent settlement 
agreement. 

1.6 Outline 
In the following, the essay is structured into five parts (chapter 2-6). Chapter 2 
introduces the reader to the relevant legal areas to which the essay relates, 
namely competition law and patent law, and the interface between these two 
legal areas. Chapter 3 presents a discussion on the competitive relation between 
originator and generic undertakings in the pharmaceutical sector and the 
incentives for settling the patent disputes that often arise from this competitive 
relationship. The final part of this chapter includes a discussion of which 
settlement agreements that are considered legitimate from a competition law 
perspective. This is followed by a discussion in chapter 4 on when such 
settlement agreements reciprocates into being anti-competitive and aims to 
make the reader understand what pay-for-delay agreements are. In this 
discussion, the relevant circumstances of Lundbeck and Servier are also presented 
to illustrate the phenomenon of pay-for-delay. The following chapter 5 is 
introduced with a de lege lata examination of the elements of article 101 TFEU 
and the categorization between object and effect restrictions under the 
provision is also analyzed. The purpose of this arrangement is to provide the 
reader with sufficient knowledge about article 101 TFEU in order to 
understand the Commission’s assessment of the settlement agreements in 
Lundbeck and Servier, which are presented in the second part of chapter 5. In the 
final part of the essay, chapter 6, a de lege ferenda analysis is made in regards to 
the Commission’s approach for finding a patent settlement agreement 
restrictive by its object. In this part a discussion regarding whether this 
approach is justified from a legal certainty perspective and the possible 
                                                      
40 T-691/14, Servier and Others v. Commission. 
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problems that the approach give rise to are presented. A discussion regarding 
the differences in the United States’ competition law approach to handle pay-
for-delay settlements is also made and whether this approach is more effective 
compared to the Commission’s approach in the EU. 
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2 Competition law, patent law and its interface 

2.1 Competition law 
Competition law seeks to protect competition within a free market economy. In 
contrast to the market economy run by central government planning like the 
one that existed in Soviet, a free market economy is characterized by having the 
allocation of resources within the market determined by supply and demand. 
Thus, the economic system cannot be improved by direct government 
regulation since the market is self-regulated by the demand of consumers and 
the supply of competitors. This hypothetical market scenario is more generally 
known as a “perfectly competitive market”.41 

In a perfectly competitive market, buyers and sellers are presumed to have 
perfect information about any change in demand or price. A change in demand 
would immediately respond in a change of supply. Each seller would therefore 
have no impact on the market as sellers cannot control the price level of its 
products. A seller trying to increase the price above the price of its competitors 
would consequently result in having the consumers switch to buying products 
from the less costly competitor since the buyer has perfect information. This is 
however a scenario not reflecting reality.42 In practice, there are however often 
a few sellers that have power to both increase and maintain prices above the 
competitive level due to the existence of strong market power.43 This is the case 
patent intensive markets such as the different markets within the 
pharmaceutical sector. In order to protect consumers and dynamic competition 
on the market, some governmental regulation on competition is therefore 
needed.44 

The above-mentioned basics of competition law characterize many 
competition law systems all over the world. Within the EU, competition law is 
however different from any other system of competition law found outside the 
union.45 What distinguishes the EU competition law system from other systems 
is that it serves as an instrument for achieving the goals of the wider system of 
which it exists in, namely the EU. 

                                                      
41 Jones & Sufrin, p. 2-6. 
42 Ibid, p. 6-7. 
43 Ibid, p. 10-11. 
44 This position has been emphasized by the ECJ in e.g. C-501/06 P, GlaxoSmithKline Services and 
Others v. Commission and Others, para. 63. 
45 Jones & Sufrin, p. 35. 
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2.1.1 Competition law and the EU 
The main objective of EU competition law is to prevent the distortion of 
competition within the single internal market to achieve the overall objectives of 
the EU in creating a common market.46 The concept “single internal market” is to 
be seen as the internal aspect of the wider concept “common market”. The 
ECJ has in its settled case law declared that the creation of the common market 
is the preparatory step for achieving market integration between member 
states.47 Creating a common market should however not be seen as an end in 
itself, but rather a means of achieving the wide-ranging and aspirational goals 
set out in article 2 and 3 of the Treaty on European Union (“TEU”) and article 
3 of the Treaty on the Functioning of the European Union (“TFEU”) which 
forms the constitutional basis of the EU.48 These goals include inter alia respect 
for freedom, democracy, human rights, sustainable development based on 
economic growth and price stability, environmental protection and the 
promotion of scientific and technological advancement. These wider goals of 
the common market have set the frame for the very essence of the single 
internal market through the “four freedoms”, seeking to guarantee the free 
movement of goods, services, capital and labor within the EU.49 

Although not mentioned explicitly as part of the goals stated in the Treaties, 
undistorted competition is still seen as an essential part for the establishment 
and functioning of the internal market. In protocol no. 27 on the Internal 
Market and Competition it is stated “[…] that the internal market as set out in 
article 3 of the treaty on European union includes a system ensuring that 
competition is not distorted”.50 Thus, by protecting undistorted competition on 
the pharmaceutical market, the wider goals of the EU are also promoted. 
Furthermore, since generic companies push down prices of existing drugs and 
thereby giving rise to cheaper and more available drugs, the protection of the 
competitive structure in this sector also indirectly promotes inter alia human 
health. 

It is important to understand the role that competition law plays within 
European law, acting as an instrument for market integration, as it accounts for 
the underlying nature to which the competition rules and the Courts case law 
are set.51 This position has also been accentuated by the EU Courts. In the case 
of GlaxoSmithKline the ECJ emphasized that competition rules are designed to 
achieve the objectives of the Treaty of integrating member states national 
markets by establishing a single market. The ECJ stressed that the function of 
                                                      
46 Jones & Sufrin, p. 34-35. 
47 C-15/81, Schul, para. 33. 
48 Jones & Sufrin, p. 31-32. 
49 Article 26 TFEU. Se also Bernitz U., & Kjellgren A., Europarättens grunder, 5th ed., Nordstedts 
Juridik, Stockholm, 2014, p. 25 [cit. Bernitz & Kjellgren], and Jones & Sufrin, p. 32.  
50 Consolidated version of the Treaty on European Union, Protocol (No 27) on the internal 
market and competition. 
51 Jones & Sufrin, p. 34-35. 



 17 

competition rules need to protect not only the interests of consumers and 
competitors, but also the market structure as such and thus competition within 
it.52 In TeliaSonera the ECJ further emphasized that the functioning of 
competition rules is “[…] precisely to prevent competition from being distorted 
to the detriment of the public interest, individual undertakings and consumers, 
thereby ensuring the well-being of the European Union”.53 The case concerned 
the interpretation of article 102 TFEU, however the ECJ has stated in the case 
of Continental Can that the competition provisions of article 101 and article 102 
seeks to achieve the same aim.54 Thus, the statement in TeliaSonera also applies 
to article 101 TFEU. 

2.2 Patent law 
Drug development in the pharmaceutical industry is a high risk and high cost 
business. Successful drug development generally includes significant costs for 
inter alia drug discovery, clinical trials and market approvals. A study from 2012 
made by the British Office of Health and Economics has shown that the R&D 
cost estimate per new medicine has increased during the last three decades, 
showing an increase in costs from 199 million US dollars in the 1970’s to 
approximately 1.9 billion US dollars in 2011 - an increase that is almost one 
hundred times bigger than in the 1970’s.55 In order to encourage and protect 
these essential investments in pharmaceutical development, governments grant 
patent protection to innovators of new and/or improved innovations.56  

A patent is a form of intellectual property right granted by a government to 
the inventor of a technical invention for a limited time period.57 The right is 
bound by the territorial principle and can therefore only be enforced in the 
country in which the patent has been granted in accordance with the applicable 
patent law of that country.58 Within the EU, the European Patent Convention 
(“EPC”) provides common rules of patentability and a unitary legal system for 
the granting of European Patents in order to simplify the application system.59 
Instead of filing a patent application in each country, a patent granted under the 

                                                      
52 C-501/06 P, GlaxoSmithKline Services and Others v. Commission and Others, paras. 59-63. 
53 C-52/09, Konkurrensverket v. TeliaSonera Sverige AB, para. 22. 
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EPC can be used to validate a patent in an EPC-contracting state.60 The subject 
matter of the patent gives the proprietor a sole right, conferring a legal 
monopoly situation by which the patented invention can normally only be 
exploited with the authorization from the patent holder.61 Within EPC-
contracting states (all member states of the EU are part of the EPC) a patent 
can stay valid for a maximum period of twenty years from its filing date, 
however patents for medicinal products can acquire up to a five years 
supplementary protection certificate (“SPC”) upon application.62 

The purpose behind granting patent rights is to promote the industrial 
development and advancement within society. Therefore, not all inventions are 
worthy of receiving patent protection.63 In order for an invention to be 
considered patentable, it must (in short and very simplified) meet three 
conditions. The invention must be new and must not be known by anyone 
before the filing date (the so called novelty-requirement). It must further be 
inventive in the sense that it significantly differs from prior technology already 
existing on the market (the inventive-step-requirement). Lastly, the invention 
must be industrially applicable so that it can be produced and utilized (the 
industrial-applicability requirement).64 These requirements could be seen as a 
threshold for what society can deem as worth of monopolizing. 

After fulfilling the patentability requirements two types of patents can be 
granted for a pharmaceutical innovative products. The first one is a substance 
patent and protects the chemical substance of the drug by defining the structure 
of the substance in the patent.65 The protected chemical substance is also more 
often referred to as active pharmaceutical ingredient (“API”), which provides 
the therapeutic effect of the drug.66 The other form of patent is called a process 
patent, often referred to as “product-by-process patent” and protects the series 
of steps conducted for performing or accomplishing the drug.67 In AstraZeneca 
the GC stated that "[t]he ability of a formulation [process] patent to confer 
exclusivity on a product is not equivalent, in any event, to that of a substance 
patent, since an active substance can be incorporated into different 
formulations."68 Thus, a process patent generally confers a weaker scope of 
protection, since it does not hinder competitors from using the same active 
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substance in its products unless this substance is produced in the way presented 
in the patent. The two types of patents are often part of originator companies’ 
business strategies to prolong its exclusivity on the market. What is often done 
is that a substance patent is applied for the API in an early stage of the R&D-
process, and at some point after market launch one or several process patents 
related to the specific API are applied for.69 In that way the originator company 
can try to prolong the protection for its products even after expiry of the 
substance patent by invoking the valid process patents against potential 
infringing parties. 

What the patent holder can oppose against by enforcing its patent rights is 
defined by the specific subject matter of the patent. This includes the exclusive 
right to excluding others from making, using, selling and importing the 
invention within the territories that the right is granted.70 The general principle 
is also that the subject matter of the patent includes protection against 
preparatory infringement and a right to oppose infringements.71 In return for 
this, yet time limited, freedom from competition the holder is granted the 
patent in exchange for enabling public disclosure of the invention.72 Therefore 
the invention becomes available to the public and upon patent expiry anyone 
who wishes to utilize the invention commercially can, theoretically, do so 
without the authorization from the former patent holder. This is why generic 
entry is expected upon patent expiry. However, as we will learn, this is not 
often the practical reality in the pharmaceutical sector. 

Within the pharmaceutical industry, the existence of a patent is not in itself a 
condition permitting the launch of a drug on the market. The pharmaceutical 
sector is characterized by a high degree of regulatory approvals, such as safety 
requirements and marketing authorizations, that is needed in order to ensure 
the safety, efficacy and quality of medicines before they are placed on the 
market.73 Any pharmaceutical company, both originator and generic, wanting to 
launch a drug on the market within the EEA must therefore apply for necessary 
approvals before the product can legally be launched. 
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2.3 The interface between EU competition law and 
patent law 

The fact that a patent ultimately constitutes a legal monopoly situation does 
however not imply that it is immune from competition law intervention. 
Neither does it imply that there is an inherent conflict with competition law.74 

Competition law put pressure to innovate without reducing competition by 
restricting market player’s anti-competitive conduct. The fundamental 
benchmark of competition law is based on the principle that more competition 
creates allocative efficiencies, which provides a marginal benefit to consumers.75 
Where the market maximizes allocative efficiency, the production of goods and 
services represents the quantities valued by society and prices to consumers are 
equal to the marginal costs for production. Where the market is allocative 
efficient it has reached its equilibrium resembling the perfect economy 
discussed the previous section 2.1.76 Consequently, competition law perceives 
monopolies as harmful to consumers. In the absence of any competitive 
pressure, a single seller of a monopoly product will be able to price as high as 
possible, to the detriment of the consumers.77 Based on this competition law 
perspective, it could however be question if not the legal monopoly granted by 
a patent in fact contradicts the very nature of competition law? 

While competition law tends to focus on creating allocative efficiency, it also 
recognizes the importance of dynamic efficiency, which can be explained as 
how well the market delivers innovation and technological progress.78 Patent 
rights create incentives for innovation by allowing the innovator to utilize the 
sole patent right. The rationale for incentivizing innovation is based on an 
economic principle derived from the Schumpeterian theory where the 
conferring of monopoly rights provides the innovating firm the market power 
to extract the appropriate level of returns from its R&D investments, thus 
providing the ability and incentive to innovate.79 To a large extent, the inherent 
rules of intellectual property legislation provide a balance between competition 
and the need to protect innovation. Competition is protected by not delaying 
follow-on innovation from competitors by imposing a time limit of the patent 
right. This also limits unnecessary long periods of high prices for the consumer, 
since competitors, like generic companies, can launch cheaper competing 
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products on the market after the limited time of exclusivity.80 Likewise, patent 
law limits the scope of protection through the patentability requirements and 
may also provide for compulsory licensing in particular circumstances.81 

In the guidelines to technology transfer agreements, the Commission 
recognizes that both bodies of law share the same overall objective of 
improving innovation, promoting consumer welfare, economic efficiency and 
keeping markets competitive, but do so through rather different but 
complementary means.82 Even so, it has been established in the case law of the 
ECJ that the protection of intellectual property rights are essential to enable 
undistorted competition in the fields of innovation, which the Treaty is 
intended to establish.83 Without such protection an undertaking could 
appropriate the benefits of its competitor’s efforts instead of striving to achieve 
a better product.84 Thus, in competition law cases where intellectual property 
law is involved, competition authorities must “strike a balance between 
maintaining free competition […] and the requirement to safeguard proprietor’s 
intellectual property rights and its right to effective judicial protection”.85  

Furthermore, competition law accepts that a patent right leads to a short-
term position of substantial market power, but does not consider it detrimental 
to consumer welfare in the longer run.86 Therefore patent holders are free to 
rely on its patents to exclude competitors from practicing the patented 
invention.87 The interplay between EU competition law and intellectual 
property law is also evident from the statutory law of the EU. Article 345 
TFEU explicitly holds that “[t]he Treaties shall in no way prejudice the rules in 
Member States governing the system of property ownership”. This has been 
duly accepted in the case law of the Court. In AstraZeneca the GC held that 
when an intellectual property right has been granted by a public authority it is 
normally “assumed to be valid” and “[t]he mere possession by an undertaking 
of an exclusive right normally results in keeping competitors away, since public 
regulations require them to respect that exclusive right”.88 The presumption for 
patent validity acts as a barrier to entry but does however not entail that 
competition is unfeasible, it rather allocates the burden of proof on the 
competitor claiming the opposite.89 
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In case law where there has been an alleged conflict between intellectual 
property rights and competition law, the ECJ has developed the so called 
“existence/exercise dichotomy” in order to draw a judicial border between the 
two legal practices. The doctrine was first developed in the case of Consten and 
Grundig.90 The case concerned the use of a trademark but the judgment of the 
ECJ holds importance for any intellectual property matter. Grundig was a 
German manufacturer of electrical goods and owner of the trademark “Gint” 
that was placed on all Grundig products. Grundig entered into an agreement 
with the French distributor Consten with the intention to grant Consten 
absolute territorial protection for the Grundig products in France. As part of 
the agreement Grundig undertook to impose export bans to France from other 
wholesalers and distributors of Grundig products, and granted Consten the 
right to register the “Gint” trademark in France. When it came to Consten’s 
attention that another French distributor (UNEF) had purchased Grundig 
products from German traders and in turn sold them to French retailers at a 
lower price than Consten, Consten initated an action against UNEF for an 
infringement of the French “Gint” trademark in order to hinder the products 
from being sold. The ECJ held that the rules of the EU do not exclude the 
existence of an intellectual property right granted by a Member State, but that the 
EU competition rules “do not allow the improper use [exercise] under national 
trade-mark law in order to frustrate the Community’s law on cartels [article 
101]”.91 Consten’s exercise of the rights conferred by the trademark where not 
viewed as having the aim of protecting the trademark as such, but rather with 
the object of ensuring an absolute territorial protection as agreed upon with 
Grundig. Accordingly, the agreement constituted an infringement of article 85 
TFEU (now article 101).92 

The existence/exercise dichotomy was reaffirmed in a latter case, Parke, 
Davis v. Centrafarm, where the ECJ held that while the mere existence of a patent 
right granted by a Member State is not affected by the rules of competition law, 
the exercise of such rights can come “within the ambit of Community law 
where such use” contributes to a prohibited conduct under competition law.93 
Put differently, where the conditions of competition rules are met, they are not 
prevented from being applied to the exercise of IPR:s. 

The existence or exercise of an IPR could however be considered to constitute 
abstract concepts. In latter case law the ECJ has accentuated that the existence 
of a right must be defined by the specific subject matter of the right in order to 
differentiate between existence and exercise. In the case of Windsurfing 
International the ECJ held that a clause in a patent licensing agreement that 
prohibited the licensees from challenging the validity of the licensed patent (a 
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non-challenge clause) was not a right conferred by the subject matter of the 
patent. Instead the possibility of challenging the validity of a patent was 
assumed to lie in the public’s interest of eliminating “any obstacle to economic 
activity which may arise where a patent was granted in error”.94 Prohibiting 
competitors from challenging patent rights did not fall under the subject matter 
of the patent that could be deemed as one of the core rights that the owner of 
the patent enjoys under national patent law. The conditions under article 85 (1) 
(now article 101 (1)) were met, why the non-challenge clause was seen as an 
exercise that could be caught by competition rules. Accordingly, the non-
challenge clause was found to restrict competition under article 85 TFEU (now 
article 101).95  

On the face of it, patent law and competition law are two very different legal 
practices with primary interests that could be viewed as contrarious to one 
another. The alleged antithesis between competition law and patent law lies in 
the clash between the scope of exclusivity granted by patent law and the aim of 
competition law to keep markets free and open for competition. However, as 
has been discussed, a balance seems to have been struck between competition 
law and intellectual property law (and thus also patent law) allowing for the two 
to co-exist. The mere existence of a patent right cannot be restricted by the 
competition rules, but if the exploitation of a patent restricts competition to an 
extent not justified by its specific subject matter it is and must nevertheless be 
constrained and scrutinized by the rules of competition. As will be seen in the 
following, this has caused patent holders in the pharmaceutical sector to try to 
find ways to escape the radar of competition law intervention, by acting as if 
the patents covered more than justified by its subject matter. 
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3 Competition and settlements in the 
pharmaceutical sector 

3.1 The competitive race between originator and generic 
undertakings 

There are two levels in the pharmaceutical sector where competition generally 
occurs. The first level is competition between different originator undertakings 
that competes by engaging in the same R&D activities with the aim of being the 
first to launch a treatment for a certain disease, or to launch an alternative 
product to already existing products.96 On the second level competition occur 
between originator companies and their generic competitors in the very same 
product markets competing for the same consumer demand.97 The exercise of 
patent rights on the first level are open to the application of EU competition 
law, but it is the activity on the second level that are of interest for the 
following discussion. 

Innovation and the protection of such are highly indispensable for the 
economic survival of originator companies within the pharmaceutical sector.98 
During the period of patent protection, the originator company has been able 
to price above the marginal cost of production due to the absence of 
competition. If a product reach significant sales, as with blockbuster medicines, 
many generic companies often start preparations for launching generic versions 
already some time before patent expiry.99 Thus, competition also occurs 
between generic companies in a race to be the first to enter the market after 
patent expiry. The time of generic entry is important for the potential profits to 
be made and the first generic company to launch a generic version of a drug 
will be able to charge the highest price before having to gradually decrease it as 
more generic market players enter the market.100 Considering that preparations 
often occur even before patent expiry one could think that even though a 
launch is estimated after patent expiry, the generic companies preparatory 
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activities would constitute a preparation for patent infringement, ertainly where 
there is a valid substance patent where the scope of protection is maximized. 
However, the preparatory activities such as studies, tests and experiments 
carried out by generic undertakings in order to obtain approval for sale (e.g. 
Marketing Authorization) is exempted from the exclusive right conferred by a 
patent.101 Any full-scale production of patent protected drugs by generic 
companies before patent expiry would nevertheless fall within the scope of the 
patent and constitutes an infringement. This is of course highly depended on 
whether the patent covers a substance or process. If there is a valid substance 
patent there would not be any legal way for competitors to produce the API 
before patent expiry. But when a drug is only protected by a process patent, the 
scope of protection is limited and the generic companies are, at least in theory, 
able to use other production methods to produce a generic version of a certain 
API.102 Whether or not the generic undertaking has succeeded in finding 
another method, they are easily targets of patent disputes initiated by defensive 
originator companies that enforce its rights against any possible new market 
entrant. 

Since a patent is a proprietary right it only fulfills its purpose if infringements 
in the right is actively monitored and opposed by the holder of the right.103 
Enforcing the patent against infringing parties is therefore a legitimate 
procedural dimension of the sole right.104 Accordingly, patent disputes are 
common in patent-intensive industries such as the pharmaceutical sector.105 
Patent litigation between originator and generic companies generally involves 
two simultaneous processes, often initiated by infringement allegations from 
the originator company against the generic company. As a result, the generic 
company may oppose to the infringement allegation through a cross-action to 
invalidate the patent, claiming e.g. that the patent does not fulfill one or more 
of the patentability requirements.106 Such challenges are inherent to the 
competitive process between originator and generic companies.107 

3.2 Incentives for patent settlements 
Litigation due to procedural enforcement of patent rights are associated with 
certain risks and incentives can be high for ending disputes through settlement 
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agreements for both disputing parties for several reasons. By settling disputes 
both originator and generic companies can avoid the economic risks from 
costly patent litigation. In the pharmaceutical sector inquiry, the Commission 
observed that the legal costs stemming from patent litigation in the EU relating 
to 68 medicines exceeded 420 million Euros between the period 2000-2007.108 
Further, patent disputes often comprise technically complex situations and the 
outcome of the disputes is characterized by a high degree of uncertainty. When 
launching an infringement action originator companies often has insufficient 
knowledge about the exact production method used by the generic companies 
and can therefore not know for certain whether the generic actually infringes 
the patent before such is confirmed in a court verdict.109 Furthermore, since 
patent rights are governed by the territoriality principle, patent litigation can 
occur between the same parties in more than one country at the same time, 
thus giving rise to a risk of courts reaching contradicting decisions on the same 
underlying issues. The Commission found such contradicting decisions in 11 % 
of the final judgments that were reviewed in the sector inquiry from courts of 
different EU member states.110 The Commission declared this as a “significant 
finding” that “inevitably harms the legal certainty for the companies that are 
active in a given product on other EU markets”.111 

Considering the vast amount of time, investments and R&D efforts put into 
developing a patentable pharmaceutical product, losing validity of a patent 
before its due expiry date can have significant consequences for originator 
companies. Likewise, a patent found valid in an invalidity action, or a successful 
infringement action can have equally severe consequences for a generic 
company ready to launch its product to the market. Both disputing parties may 
therefore have an interest in reaching a compromise through a settlement.112 
Patent settlement agreements can also lie in the interest of the public since it 
can save courts or competent administrative bodies both time and effort, 
allowing for a more efficient allocation of society’s resources.113 

3.3 Settlement agreements and competition concern? 
The outcome and effects of a settlement to a patent dispute between an 
originator and a generic undertaking may vary depending on what the parties 
are willing to commonly agree to. If the underlying reasons to settling a dispute 
is that it proves to be too costly, time consuming or uncertain to move forward 
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with a court litigation, the parties may agree to settle its disputes and include a 
licensing term whereby the originator grants a license of the disputed patent to 
the generic undertaking. The Commission does not consider such arrangements 
to pose any competitive concern if it is likely that the generic undertaking, 
absent the license, would be excluded from the market.114 That would be the 
case where the generic product, absent the license, would infringe the 
originators patent. Under such circumstances the Commission considers that a 
licensing term would be pro-competitive since it allows both parties to exploit 
its technology after the settlement agreement is concluded.115 
 Patent settlement agreements between originator and generic companies 
may also result in that the generic company is limited in its commercial 
autonomy for the duration of the patent’s remaining validity period without any 
license being granted (i.e. a non-compete). When such is the case, the limitation 
of the generic undertaking’s entry to the market must be based on the parties’ 
recognition of the patent’s validity and the likelihood of the generic product 
infringing nature of that patent.116 Thus, the generic’s submission to a non-
compete clause cannot be based on an incentive given from the originator 
company through e.g. a monetary inducement. 

As discussed in the previous chapter it has been established in case law that 
prohibiting a competitor from challenging its patents rights does not fall under 
the subject matter of the patent right and is therefore an exercise that can be 
caught by competition law.117 However, the Commission considers that it is 
inherent in patent settlements to include non-challenge clauses whereby the 
parties agree not to challenge the patent rights after the conclusion of the 
settlement agreement. The reason behind this is that since the very purpose of 
the agreement is to settle an ongoing dispute, it is inherent that the parties also 
want to make sure that no disputes occur on the very same matter in the 
future.118 Thus, in the context of patent settlements the inclusion of non-
challenge clauses in such agreements is not generally considered to be anti-
competitive. Similar to the case where the generic undertaking accepts a non-
compete clause, the submission to a non-challenge clause cannot derive from 
an inducement made by the originator company.119 Rather, such submission 
must be based on the parties’ mutual will to settle the actual dispute. 

On the one hand, the Commission has recognized that settlement 
agreements concluded in the context of patent disputes are in principal a 
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legitimate means of finding a mutually acceptable compromise to a legal 
dispute. Settlements are therefore not per se a threat to the competitive structure 
on the market.120 On the other hand, settlement agreements de facto result in a 
limitation of the generic undertaking’s commercial freedom and thus limit 
competition on the market. It is therefore important to establish if a generic 
undertaking submits to limit its commercial behavior based on the parties’ 
genuine recognition of the patents’ validity and/or the infringing nature of the 
generic products, or if such submission is actually based on an inducement 
made from the originator company. Consequently, the individual terms of the 
agreement and the payments made between the settling parties must be 
scrutinized on a case-by-case basis.121 A detailed assessment is certainly required 
where the settlement agreement deviates from what can be considered as 
normal settlement conditions. Such deviations may be at hand where the 
parties’ recognizes the disputed patent’s validity and the infringing nature of the 
generic products, but the originator at the same time pays the generic 
undertaking for entering the agreement and not the other way around. Where it 
is found that the originator has induced the generic undertaking into accepting 
the restrictive terms of the settlement agreement, the agreement will no longer 
be recognized as a genuine patent settlement. Instead, the settlement agreement 
is seen as an agreement whereby the originator has paid off its generic 
contenders not to enter the market, also known as pay-for-delay. 
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4 Pay-for-delay agreements 

4.1 What is pay-for-delay? 
As discussed in the previous chapter, settlement agreements are not per se 
prohibited. As a matter of fact, settlement agreements may in some cases be the 
best alternative to settle disputes regarding patent validity or infringements of 
such rights. While these agreements can be an efficient tool for dispute 
resolution, they can also be an efficient tool to shield collusive deals between 
originator and generic companies, creating benefits for the involved parties at 
the expense of society. Despite the legitimacy of the underlying legal 
disagreement of a settlement, the agreement and its individual terms are not 
immune to the rules of competition law.122 

The monitoring of patent settlements was among the main topics in the 
Pharmaceutical sector inquiry and aimed at assessing whether the decrease in 
generic entry were directly attributable to settlements concluded between 
originator and generic manufacturers. In the inquiry it was found that over 200 
patent settlement agreements were made between these actors, of which 63 % 
of the agreements involved disputes regarding the best-selling medicines of 
originator companies where patent expiry was impending.123 The generic 
companies’ abilities to enter the market were restricted in more than half of the 
reviewed settlements. 124 45 of these cases also involved a value transfer (reverse 
payment) made from the originator to the generic company, instead of the 
usual opposite relation in patent settlements.125 

A pay-for-delay agreement can involve different arrangements between 
originator and generic companies.126 What is common for all arrangements is 
that it involves the generic company agreeing on either limiting, delaying or 
entirely suspending its market entry in exchange for a value transfer from the 
originator company.127 The aim of a pay-for-delay arrangement can therefore be 
said to restrict competition on the market. 
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What happens on the market when one or several pay-for-delay agreements 
has been concluded is that the originator company is able to reap the extra 
profits made from its prolonged exclusivity on the market and remain, or even 
increase, the price of the drug. The value transferred to the generic company 
can be a small price paid in relation to the loss of profits that the originator 
would have faced in the case of generic entry.128 For example, in the sector 
inquiry from 2009 it was observed that generic drugs were on average priced 25 
% below the price of the original drug. Within two years, this price was further 
decreased to 40 % below the original price.129 More recent numbers are found 
in an American study from 2012 where it was observed that generic drugs 
generally were sold at 50 % of the price compared to the original drug. This 
study also show that the original companies experienced a steep drop in its 
market shares, retaining only 16 % of the market one year after generic entry.130 
The price drop followed by generic entry has an important impact on health 
care expenditure within the EU. The Commission has observed that in markets 
where generic medicines become available, average health care spending were 
reduced with almost 20 % within one year after generic entry.131 

With respect to the generally steep price drop followed by generic entry, it is 
clear that generic undertakings assert great competitive pressure on originator 
undertakings. Accordingly, originator undertakings may therefore be inclined to 
try and block generic entry in any way possible. Such incentives are certainly 
higher in times where the originator company experiences difficulties in refilling 
its pipelines with new products at the same time as patent expiry for its 
blockbuster medicines are impending. It is therefore fairly easy to understand 
that originator companies have a lot to benefit in making collusive deals with its 
competitors. However, it is not only originator companies that can benefit from 
these collusive deals. There can also be strong incentives for generic companies 
to enter pay-for-delay agreements. By sharing the profits made from the 
originator’s prolonged exclusivity, the generic company is able to make 
significant earnings without even having to enter the market.132 By entering a 
pay-for-delay agreement any risks for the generic undertaking of a failed market 
entry or costs associated with such are eliminated. But when so is done, these 
benefits are made on the expense of the welfare of society and diminishes 
citizens accessibility to affordable substitute medicines. Consequently, these 
agreements goes against the objectives and aims that competition law seeks to 
achieve, why it is clear that such arrangements cannot, and has not, been 
allowed by competition law. 
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4.2 Decisions of the European Commission against pay-
for-delay settlements 

Upon the sector inquiry, the Commission and NCAs have made a yearly 
monitoring of patent settlements concluded between originator and generic 
companies. As a result, the Commission issued two decisions against settlement 
agreements that included reverse payments from the originator to the generic 
companies. These agreements were considered to have as its very object the 
restriction of competition and the parties were therefore fined for 
infringements of article 101 TFEU. 

4.2.1 Lundbeck 
In 2013 the Commission imposed a EUR 93.8 million fine against the Danish 
originator company Lundbeck and a total fine of EUR 52.5 million on four 
generic companies for conducting a pay-for-delay arrangement through 
settlement agreements. 

In 1977 Lundbeck developed Citalopram, an anti-depressant drug that 
quickly became one of Lundbeck’s best-selling blockbuster medicines 
responsible for 85 % of Lundbeck’s turnover.133 The company was granted 
both a substance patent for Citalopram and two process patents in most 
European countries, which all were expected to expire around the year 2000.134 
In 1985 Lundbeck developed a more efficient process for purifying citalopram, 
which it obtained patents in all EEA countries (the “crystallization process 
patents”).135 In 2002, when the crystallization process patents were near the end 
of its validity period, four generic companies (Merck, Alpharma, Arrow and 
Ranbaxy) were preparing to enter the market with generic versions of 
Citalopram. As a result, Lundbeck threatened to initiate infringement 
proceedings against each company for infringements of the crystallization 
process patents. However, before litigation before court had been initiated, 
Lundbeck had resolved the disputes through settlements with each alleged 
infringer.136 

Each agreement included a value transfer to the generic companies from 
Lundbeck amounting to a total of EUR 66.8 million.137 In the agreements, the 
payments were stated to be compensation for several purposes. In all 
agreements Lundbeck undertook to purchase the generic companies’ stocks of 
produced Citalopram (stocks that were bought with the purpose of destroying 
them). The payments were also compensation for not launching any generic 
versions of Citalopram, irrespective of whether such products would have been 
                                                      
133 Case AT.39226 – Lundbeck, para. 623. 
134 Ibid, para. 109 
135 Ibid. 
136 Ibid, para. 4 
137 Ibid, para. 193. 



 32 

produced through another process not covered by Lundbeck’s crystallization 
process patents.138 The Commission found that each respective payment either 
considerably exceeded the sales value of the purchased stocks139 or were 
equivalent to the level of what the generic companies estimated that they would 
have earned if they had entered the Citalopram market.140 The agreements were 
said to avoid costly and time-consuming patent litigation of which the outcome 
could not be predicted with absolute certainty.141 Despite this, neither of the 
agreements contained any commitment from Lundbeck to refrain from 
initiating infringement proceedings against the generic companies after the 
expiry of the agreements.142 Thus, the Commission found that the agreements 
did not settle any disputes, only postponed it. In the internal documents found 
during the Commission’s investigation, the parties referred to the agreement as 
a “club” being formed that would share “a pile of $$$”.143 

The Commission challenged the agreements and found that Lundbeck had 
delayed the entry from the generic companies to the Citalopram market. The 
generic undertakings were considered potential competitors of Lundbeck and 
the agreements had the object of restricting this competition and enabled 
Lundbeck to maintain a monopoly position on the market thereby continuing 
to charge the same high prices for Citalopram.144  

4.2.2 Servier 
One year after the decision against Lundbeck the Commission imposed fines 
totaling EUR 427.7 million on the French originator company Servier and five 
generic manufacturers for conducting similar agreements to those in Lundbeck. 

The agreements concerned Servier’s blockbuster medicine Perindopril, a 
medicine used for the treatment of cardiovascular diseases such as high blood 
pressure. The substance patent for the API Perindopril expired between 2003-
2005 in most EU Member States (depending on different legislations in each 
respective country).145 By the end of patent expiry, Servier applied for and was 
granted several process patents covering methods for producing Perindopril. 
Even though the patent for the API had expired, Servier held a broad 
protection for its blockbuster medicine through the different process patents.146 

When it came to Servier’s attention that five generic companies were 
preparing to launch generic versions of Perindopril, Servier made use of 
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warning letters and initiated litigation against the companies by enforcing its 
process patents in court.147 Just like in Lundbeck settlement agreements were 
concluded between Servier and the five generic companies before any court 
ruling was given. The settlements included clauses by which the generic 
companies submitted not to challenge any of Servier’s patents (non-challenge 
clauses) or launch any generic versions of Perindopril that was covered by 
Servier’s process patents (non-compete clauses).148 Large payments were med 
from Servier to the generic undertakings, which were said to compensate for 
several reasons. In the agreements it was stated that the payments compensated 
for the incurred litigation costs of the generic companies, but also the 
production and development costs of the generic medicines that were already 
produced. To some of the generic companies, the payments also compensated 
for costs that would occur due to the generic companies’ termination of third-
party supply contracts of the API Perindopril.149 

As part of one of the settlement agreements, Servier granted Krka a license 
to Servier’s patents within a limited territory of the EU in return for a 3 % 
royalty on Krka’s net sales.150 Through an assignment agreement Servier also 
acquired Krka’s existing technology for producing its generic version of 
Perindopril for EUR 30 million.151 The assignment agreements were concluded 
two months after the settlement agreement.152 The Commission held that these 
agreements constituted so called “side deals” that were linked to the settlement 
agreement and were to be seen as concealed value transfers that reduced the 
incentives of the generic undertakings to independently pursue its efforts of 
entering the market.153 

The Commission took the view that neither of the settlement agreements 
that had been concluded between Servier and the generic undertakings were 
genuine settlements to ongoing disputes. Instead, the agreements had merely 
been used to shield Serviers’ object of preserving its exclusive position on the 
perindopril market by paying of its generic contenders. As in Lundbeck the 
Commission found that the agreements were restrictive of competition by its 
very nature, and thus constituted “by object” restrictions under article 101 (1) 
TFEU. 

However, In both cases there actually were ongoing disputes about both 
Lundbeck’s and Servier’s patents and whether the generic undertakings had 
committed infringement or not. It could therefore be questioned how the 
Commission is able to determine that the object of these agreement was not to 
genuinely settle those disputes, but rather to pay of its competitors from 
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entering the market? The answer to this question requires a deeper 
understanding of the applicable competition rule, namely article 101 TFEU that 
prohibits anti-competitive agreements, which will be analyzed in the following 
chapter. 
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5 Pay-for-delay agreements - a restriction of 
competition by object within the meaning of 
article 101 TFEU 

5.1 Article 101 TFEU 
Article 101 (1) TFEU aims to protect not only the interests of competitors and 
consumers, but also the competitive structure on the market.154 The article 
prohibits “as incompatible with the internal market all agreements between 
undertakings […] which may affect trade between Member States and which 
have as their object or effect the prevention, restriction or distortion of 
competition within the internal market”. If an agreement is found to restrict 
competition within the meaning of article 101 (1), it is deemed null and void 
under article 101 (2) unless the undertakings in question can prove that the 
agreement produces efficiencies in so that it outweighs the negative effects and 
is therefore exempted under article 101 (3). The efficiencies that EU 
competition law deems legitimate to outweigh any negative effects are pre-
defined in a closed list under article 101 (3).155  

5.1.1 The concept of “agreement” 
The concept of an agreement within the meaning of article 101 (1) has been 
developed in the case law of the EU courts. In Bayer AG v. Commission the GC 
held, with reference to established case law, that an agreement presupposes that 
the undertakings in question have a concurrence of wills whereby they have 
“expressed their joint intention to conduct themselves on the market in a 
specific way”.156 

The Commission assumes that patent settlement agreements is a result from 
a concurrence of wills between the originator and generic companies involved. 
According to the Commission such agreements are “just like any other civil law 

                                                      
154 C-8/08, T-mobile Netherlands and Others, para. 38. 
155 Bernitz, U., svensk och europeisk marknadsrätt 1, 2005, Nordstedt Juridik, p. 127 [cit. Bernitz, 
2005]. 
156 T-41/96, Bayer AG v. Commission, para. 67; C-41/69 ACF Chemiefarma v. Commission, para.112; 
Joined Cases 209/78 to 215/78 and 218/78 Van Landewyck and Others v. Commission, para 86, and 
T-7/89 Hercules Chemicals v. Commission, para. 256.  



 36 

contracts” concluded voluntarily between the parties.157 The Commission also 
emphasize the findings in established case law of the ECJ explaining that the 
ban in article 101 (1) TFEU does not take into consideration whether the aim 
of the agreement is to put an end to litigation or not.158 This assumption also 
goes in line with the above mentioned dichotomy between the 
existence/exercise and subject matter of IPR:s. The settling of patent disputes 
is not part of the patent’s subject matter; it is not an inherent right conferred by 
the patent, why it can be scrutinized by competition law. Since the overall 
conditions in article 101 (1) are met, settlement agreements are not immune 
from the application of article 101 simply because they are concluded in the 
context of protecting a patent right. 

5.1.2 Effect on trade concept 
The requirement that the agreement may (also called ‘appreciably’) affect trade 
between Member States was not something that was contested in the decisions, 
neither by Lundbeck nor Servier. However, for the sake of creating a complete 
understanding of article 101, a description of this condition will be made. 

The effect on trade concept is intended to differentiate between areas where 
EU competition law apply from those where national competition law has 
jurisdiction.159 In the established case law of the ECJ an agreement may affect 
trade when it is possible to foresee “with a sufficient degree of probability” that 
the agreement may actually or potentially influence the pattern of trade between 
Member States that it might hinder the attainment of a single market between 
States.160 The sales of an undertaking and the market positions within the EU 
may be sufficient to support a finding of an appreciable effect on trade. Where 
the turnover and market shares exceed certain thresholds, a presumption that 
the agreement appreciably affects trade applies.161 

5.1.3 Restriction of competition by object or effect 
The object or effect of an agreement to prevent, restrict or distort competition is 
alternative requirements and only where an agreement is not found to be 
restrictive by its object, the Commission must show that agreement has anti-
competitive effects.162 Thus, the distinction between the two different 
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para. 15. 
159 Turner, p. 80. 
160 Commission Notice: Guidelines on the effect on trade concept contained in Articles 81 and 
82 of the Treaty, C 101/81, 27 April, 2004 [cit. Guidelines on the effect on trade concept], para. 
23, referring to jurisprudence of the Court. 
161 Guidelines on the effect on trade concept, paras. 47-48. 
162 Case 56/65, Societe Technique Miniere (STM) v. Maschinebau, p. 249. 



 37 

requirements is essential for EU competition law because it specifies the degree 
of the Commission’s burden of proof.163 An agreement that restricts 
competition by its object has been delineated in the Courts case law as certain 
types of coordination that reveals a “sufficient degree of harm to competition” 
that it, by its very nature, has the potential to restrict competition within the 
meaning of article 101 (1).164 Article 101 (1) (a-e) explicitly prohibits a number 
of agreements that are in particular considered as “by object” infringements. 
These include (to name a few) agreements that “limit or control production, 
markets, technical development, or investment”165 and “share markets or 
sources of supply” 166. The list in article 101 (1) (a-e) is not closed and the 
categories of restraints that can be considered as restrictions by object can be 
extended. Such extension is justified if a certain type of agreement is repeatedly 
and by experience found to have severe negative effects on competition that it 
“seems reasonable to penalize it directly for the sake of procedural economy”, 
as Advocate General Wahl has put it.167  

The rationale behind the presumption-based rule towards certain types of 
anti-competitive agreements is to avoid the necessity for complicated and 
prolonged economic investigations when it is already apparent that the 
agreement is harmful to competition.168 It is also intended to provide 
predictability and legal certainty by enabling undertakings to identify ex-ante the 
legal consequences of the agreements and thus enables them to modify their 
conduct accordingly.169 In the early case law the ECJ accentuated that a textual 
analysis is to be made to determine if an agreement has as its object the 
restriction of competition.170 The assessment calls for an analysis of the 
agreement’s purpose and the economic context that it operates in to determine 
if the agreement reveals sufficient harm to competition.171 This analysis is 
textual in so that it is limited to “the four angles of the agreement” and the 
analysis of the context is only relevant for interpreting the content and 
economic function of the agreement.172 However, the parties’ intention may be 
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an indicative factor of an agreement’s restrictive object, but is not a determinant 
factor.173 Only where an analysis of the agreement’s content does not reveal by 
its very nature having the object to restrict competition, a more detailed analysis 
is required to establish the agreement’s actual or potential effects on the 
market..174 

The detailed analysis under the effect-based approach comprises a market 
analysis and a counterfactual method. Regard must be had to the consequences 
that the agreement poses on the market and the position that would have 
occurred absent the agreement (i.e. a counterfactual analysis). It is further 
necessary to show the factors that are present which demonstrates that 
competition has or have the potential of being prevented, restricted or 
distorted.175 In doing so the economic and legal context in which the 
undertakings operate must be considered, as well as the nature of the goods or 
services affected and the conditions of the functioning- and structure of the 
market.176 Put differently, the Commission must prove that the agreement in 
question actually has or is likely to have negative effects on competition. This is 
to be done by conducting an extensive analysis of the agreement in its market 
context and show that the position would have been different absent the 
agreement. 

As seen, the comprehensiveness required under the object respectively the 
effect approaches are clearly different. The first presumption-based approach is 
justified because certain types of agreements reveals harm to competition 
already by looking at the face of it, while the latter extended analysis of the 
agreement’s effects is required when the agreement does not reveal a harmful 
nature. What further differentiates the two is the practical possibility of 
benefiting from an individual exemption under article 101 (3) TFEU that is 
open for both effect and, at least in theory, object restrictions.177 However, 
object-type infringements are in practice rarely considered having any 
outweighing positive effects on competition and therefore unlikely to produce 
efficiencies.178 An agreement may still have a restrictive object even if it also 
pursues legitimate objectives.179 The line that distinguishes between agreements 
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that constitute by object restrictions vis-à-vis those that require an effect 
analysis has however been blurred by latter case law. 

In Allianz Hungária the ECJ had to decide whether an agreement, which did 
not fall under any previously found object-type categorization, had an anti-
competitive object. The ECJ referred to the textual “by object” analysis that 
was used in previous case law, but extended the analysis in a way similar to the 
analysis made under the effect approach. The ECJ held that when determining 
the context of the agreement it is also necessary to consider “the nature of the 
goods or services affected and the conditions of the functioning and structure 
of the market”.180 As recon from the description above, these factors are the 
very same as those to be analyzed under the effect-approach. 

Following the judgment in Allianz Hungária it has been suggested that the 
object categorization has been divided into two kinds of restrictions. The first 
are those that are obvious “hardcore” object restrictions that are found by the 
use of a mere textual analysis and are contained in the pre-defined list under 
article 101 (1). The second type is the “by object” restrictions that require an 
application of the “same” contextual analysis as effect restrictions as described in 
Allianz Hungária.181 Some critics mean that this latter analysis must be made on 
a case-by-case basis by constructing a detailed market analysis in order to 
determine if an agreement restricts competition by object. These critics mean 
that a case-by-case assessment it is contradictory to very notion of the “by 
object” categorization since it defeats the purpose of automatic 
condemnation.182 Advocate General Wahl raised a similar critique in his opinion 
to Cartes Bancaires. While referring to the judgment in Allianz Hungária Wahl 
stated that it ”contributed to blurring the boundary between the concepts of 
restriction by object or restriction by effect” and calling for ”the view that 
recourse to that concept must be more clearly defined”.183 Wahl continued 
explaining that the method for identifying an anti-competitive object has a very 
broad scope as it can be imposed as a “precautionary measure and thus 
jeopardize future contracts, irrespective of the evaluation of the effects actually 
produced”.184 In line with AG Wahl the ECJ stressed in its judgment in Cartes 
Bancaires that the concept of restriction by object must be interpreted 
restrictively.185 The reason for a restrictive approach towards extending the “by 
object”-category is that it would otherwise exempt the Commission from 
proving the actual effects on the market of agreements that has not previously 
been established to be restrictive by object and might therefore not be by their 
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very nature harmful to competition after examining its effects.186 The ECJ 
repeated the contextual assessment established in Allianz Hungária and clarified 
that for an agreement to be considered restrictive by object, it is sufficient that 
the Commission shows, by paying regard to the legal and economic context in a 
particular case, that the agreement in question is capable of restricting 
competition. It is not necessary for the Commission to prove that the 
agreement actually restricts competition.187 Quite contrary, if the Commission or 
the General Court when conducting the contextual analysis of an agreement 
finds it necessary to also examine the agreement’s actual or potential effects on 
competition, it is an indication in itself that the agreement at issue does not 
reveal “by its very nature” a sufficient degree of harm to competition.188 

Conclusively, the case law shows that there is a difference between 
establishing an agreement’s anti-competitive object and effect. The object 
analysis is about determining “within the four angles of the agreement” whether 
the agreement in itself reveals that its object is to restrict competition, while the 
effect-analysis moves beyond the content of the agreement to establish the 
agreements actual or potential effects on competition on a given market. What 
also differs is that by object restrictions are in practice not capable of being 
exempted under article 101 (3) since there is a presumption that those 
agreements are not capable of having outweighing pro-competitive effects. The 
case law further shows that where the Commission contends that an agreement 
restricts competition by object but at the same time purports to prove the 
consequences of the individual agreement, the Commission has on its own 
made it clear that the agreement is not in itself an agreement that deserves to be 
automatically condemned under the object-approach. The dichotomy between 
by object and effect restrictions does however not contain a bright-line test. 
Critics mean that a lot of uncertainty remain for companies and their legal 
advisers to predict whether agreements, that cannot be ascribed to an obvious 
“by object” categorization contained in any pre-defined list, will risk being 
characterized as restrictions “by object” through the more contextual approach 
developed in Allianz Hungária and Cartes Bancaires.189 In turn, this entails a 
difficult task for the Commission and the NCAs to carry out an analysis that is 
just enough to understand the context of the agreement but not so much that it 
transcends into being an effects analysis, rendering the “by object”-
classification pointless.190 This difficulty is reflected in the Commission’s 
analysis of pay-for-delay settlements and has drawn the attention of a vast 
amount of criticism opposing inter alia that the term “by object” has been used 
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by the Commission as an excuse to avoid precise analysis of the agreements 
effects on competition.191 The Commission’s decision in both Lundbeck and 
Servier were appealed and the GC has ruled on the Commission’s assessments 
of the agreements in both cases. Thus, the following analysis of the 
Commission’s assessment in Lundbeck and Servier will also include the GC:s 
judgments. 

5.2 The Commission’s “by object” assessment of patent 
settlements containing reverse payments 

Prior to 2009 there were no guidance or case law available concerning the 
legality of patent settlements containing reverse payments under EU 
competition law.192 Although the final report to the pharmaceutical inquiry was 
not meant to provide any guidance on the compatibility of patent settlements 
with EU competition rules, it was nowhere indicated that the Commission 
would view settlements containing reverse payments as restrictions “by 
object”.193 Quite the contrary, the Commission announced that whether it 
would deem certain patent settlement agreements as anti-competitive or not 
would require an in-depth case-by-case assessment.194 Some critics mean that 
this suggested that the assessment of the agreements were to be made on the 
basis of an effect-analysis, something that was clearly wrong considering the 
outcome of the several hundred pages long decisions in Lundbeck and Servier.195 
Concern has however been raised contending that there is an absence in 
sufficiently clear guidelines of the competitive assessment made on patent 
settlements, which ultimately creates legal uncertainty.196  

In its decisions the Commission relied on mainly three cumulative 
conditions to establish that the agreements between the originators and the 
generic contenders constituted by object restrictions in the meaning of article 
101 (1) TFEU. The Commission considers a settlement agreement restrictive of 
competition by object where; the undertakings to the agreement were (i) at least 
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potential competitors, (ii) the generic undertaking committed itself in the 
agreement to restrict its entry and (iii) the agreement was related to a value 
transfer from the originator to the generic undertaking which substantially 
reduced the incentives of the generic undertaking to enter the market.197 These 
three conditions will be analyzed in the following. 

5.2.1 Potential competition 
The prohibition in article 101 (1) TFEU is only applicable to sectors that are 
open to competition.198 This means that the assessment of whether an 
agreement is restrictive of competition or not, must pay regard to not only 
existing competitors active on the market, but also whether the agreement 
restricts potential competition.199 Since the agreements were concluded before 
any generic entry had occurred, the Commission and subsequently the GC 
considered in both Lundbeck and Servier the generic contenders to be at least 
potential competitors. 

In the case law it has been established that to determine whether an 
undertaking qualify as a potential competitor the Commission must establish 
that there would have been “real concrete possibilities” for the undertaking to enter 
the market and compete with existing competitors absent the agreement.200 The 
undertaking will not be considered a potential competitor unless it has an 
“economically viable strategy” to enter the market.201 The intention of an 
undertaking to enter the market can be of relevance for the Commission’s 
assessment, however the relevance of such intention must derive from the 
undertaking’s ability to fulfill its intention to enter the market.202 For there to be 
an ability to enter the market, the Commission must show that there are not 
any insurmountable barriers that hinder the undertaking’s ability to enter the 
market.203 The time of the entry must also be taken intro consideration when 
determining if an undertaking is a potential competitor. According to settled 
case law, the Commission must prove, by factual evidence or an analysis of the 
structures of the market that the undertaking in question could enter the market 
“sufficiently quickly”.204 
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 The GC held in its judgments in both Lundbeck and Servier that the 
Commission had been correct in finding that the generic undertakings were 
potential competitors.205 The Commission’s analysis is largely based on the fact 
that the existing process patents were not insurmountable barriers for the 
generic companies ability to enter the market. However, considering that a 
patent confers an exclusive right and a presumption for patent validity applies 
in competition law cases, how “real and concrete” are the possibilities of 
generic undertakings to actually enter the market? This was some of the 
arguments posed by Servier and Lundbeck. 

At the time when the settlement agreements were concluded, all substance 
patents covering the medicine had expired and the originators only had process 
patents protecting some of the production methods of the medicines. The 
Commission considered that despite these process patents, generic 
undertakings would still have the ability to launch a generic version of a drug by 
finding other production methods that would not infringe existing process 
patents.206 The Commission recognized the presumption for patent validity, but 
accentuated that this presumption does not prevent the Commission from 
establishing potential competition.207 The Commission held that the 
presumption for patent validity does not mean that there also is a presumption 
that the generic versions infringed the patents – it is for the patent holder to 
bring an infringement action and to prove such alleged infringements in 
court.208 The Commission argued that as long as the generic undertakings have 
the possibility of challenging the validity of the originators patents, these 
patents could not constitute insurmountable obstacles to entry.209 In both 
Lundbeck and Servier all the generic companies had in fact been involved in legal 
actions or disputes concerning the originators process patents, whether in the 
form of a defense against infringement allegations or counterclaims to 
invalidate such patents. The Commission held that this was an expression of 
potential competition from the generic companies intent to enter the 
markets.210 

The Commission also relied on the parties’ own perceptions that the parties 
had expressed in its internal documentation. This revealed that there was 
genuine doubt from both the originators and the generic undertakings to 
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whether the process patents were valid or infringed.211 Lundbeck had even 
considered that there was a 60 % risk of having a court rule that the process 
patents were invalid and Lundbeck’s generic contenders had referred to the 
process patent as “high school chemistry”.212 In Lundbeck it was also the generic 
companies’ view that it did not infringe the patents or if this was the case that 
they could switch to another non-infringing production method.213 
Furthermore, both Lundbeck and Servier had acknowledged that there were in 
fact other possibilities of producing the medicines without infringing the 
process patents.214 Thus, the Commission found that it was clear that the 
parties viewed each other as potential competitors. 

As another line of defense, Servier and Lundbeck both asserted that the fact 
that the generic undertakings had not received Market Authorizations they 
could not be perceived as potential competitors because this constituted an 
insurmountable barrier to entry. The Commission rejected this argument and 
held that the requirement of a generic undertaking to have a “real and concrete 
possibility” to enter the market would still be achieved even in the absence of 
Market Authorizations, as long as the generic was pursuing efforts to obtain 
regulatory approvals.215 This had been done in both Lundbeck and Servier. In 
addition, the Commission also suggested that given that the patents were 
process patents, the generic undertaking’s had several possible routes to enter 
the market at the time when the agreements were concluded. Among those 
possible routes it was included that the generic undertaking could launch its 
product “at risk” of having to face proceedings by the originator company.216 

Conclusively, the GC found that the Commission had been correct in 
establishing that the generic contenders of Lundbeck and Servier respectively 
were potential competitors. 217 

5.2.2 Limitation to entry 
The Commission’s second criterion relates to whether the agreements 
contained clauses by which the generic undertakings limited or restricted its 
efforts to launch its generic versions of the drugs. On the one hand, it is 
difficult to see that potential competition would be restricted where the 
agreements would not limit generic entry. On the other hand, as has been 
discussed in chapter 3.3, where the parties decide to end an ongoing patent 
dispute by the means of a genuine and legitimate settlement agreement, a 
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common and moreover accepted outcome is that the alleged infringer refrains 
from entering the market as a result from the recognition of the patent’s 
validity. Under such circumstances it is also an inherent outcome that 
settlement agreements include so called non-challenge clauses for the purpose 
of settling existing and/or avoid future disputes.218  

Even though the Commission acknowledges that both non-compete and 
non-challenge clauses may be legitimate in the context of settling patent 
disputes, the Commission has emphasized that the generic companies 
submission to such clauses must be based on the parties recognition of the 
disputed patent’s validity and the infringing nature of the generic products of 
such patents.219 It is also necessary that such clauses are limited to the patent’s 
scope of protection i.e. the settlement agreement cannot go beyond what would 
have been possible to achieve from a court ruling on patent validity and 
infringement.220 Was this the case in Servier and Lundbeck? Furthermore, if the 
legality of settlement agreements is dependent on an assessment of the patents’ 
scope of protection, does the Commission and the GC really have the 
competence to rule on such matter? 

In its judgments in Servier and Lundbeck, the GC held that even though the 
Commission or the EU Courts do not have the competence to determine the 
scope of a patent or its validity, these institutions cannot refrain from assessing 
competition law infringements merely because the scope of protection is 
relevant for this assessment. It was accentuated that such assessments would 
nevertheless “in no way prejudice the assessments of the competent national 
courts relating to patent rights”.221 In its assessments, the Commission 
considered Lundbeck’s and Servier’s remaining process patents and its different 
scope of protections as significant elements of the legal and economic context 
of which the disputed agreements had been concluded in. If Lundbeck and 
Servier had successfully enforced its patents in court, the scope of protection 
conferred by those patents would only afford protection against generic 
versions produced using the very same process as disclosed by those patents. In 
Servier the non-compete clauses actually covered the scope of Servier’s patents, 
i.e. the generic undertakings were only hindered from launching generic 
versions of perindopril that were produced using Servier’s process patents.222 
However in Lundbeck, the settlement agreements included non-compete clauses 
that covered all generic versions of citalopram and not only those production 
methods protected by Lundbeck’s patents.223 Furthermore, these agreements 
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did not finally resolve any patent disputes since the agreements did not allow 
for the immediate market entry of the generic companies after the agreement’s 
expiry.224 Nevertheless, the GC held in both Servier and Lundbeck, that regardless 
of whether the restrictive clauses went beyond the material scope of the patents 
or not, the agreements still constituted infringements of article 101 (1). The 
reason for this was that the generic undertaking’s submission to those clauses 
was not a result from the parties’ de facto recognition of the validity of the 
patents nor the existence of an infringement. Rather it was apparent that the 
generic companies only submitted to those clauses because they were induced 
to do so by the financial incentives offered by the originator companies 
through the value transfers.225 

5.2.3 Value transfer 
The existence of a value transfer from the originators to the generic 
undertakings was considered to play a decisive role on the generic undertaking’s 
commitments under the agreements in both Lundbeck and Servier. The 
Commission was of the view that the generic undertakings would not have 
accepted the non-challenge and non-compete clauses absent the value transfers 
that were made.226 But what do these value transfers really indicate? 
Furthermore, since a settlement is a mutually acceptable compromise between 
the parties, must not all settlements include some sort of value transfer made 
from the patent holder in one way or the other? 
 The Commission asserted in both Lundbeck and Servier that although a value 
transfer in itself is not a proof of an anti-competitive conduct, it is considered 
to be a “warning signal” when a reverse payment is made in combination with a 
limitation to entry.227 In Servier the GC held that the very nature of a patent is to 
allow the patent holder to reward a fair profit from the investments made. 
Thus, when the parties to a settlement assert that they recognize the validity of 
a disputed patent then the agreement must in principle allow a value transfer to 
the holder and not the other way around.228 Hence, when a reverse payment is 
made in the context of a patent settlement agreement it is an indication that the 
patent is invalid or not infringed.229 
 In Lundbeck the GC held that the Commission had established that the 
reverse payments made by Lundbeck constituted inducements for the generics 
limitation on entry because of the size of the payments.230 Based on the 
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Commission’s findings of what the generic companies expected to make in 
profits upon successful market entry, it appeared that the size of the reverse 
payments corresponded to these expected profits.231 Therefore, the GC found 
that the Commission had sufficiently established that the significant reverse 
payments were inducements for the generic undertakings to accept the 
restrictive clauses.232 

The size of the payments made in Servier were also an important factor, but 
the GC emphasized in its judgment that the mere presence of a reverse 
payment cannot lead to a conclusion that there is a restriction by object.233 The 
GC found that in order determine whether a reverse payment is to be 
considered as an inducement for the generic manufacturers to accept the 
restrictive clauses, it is relevant to examine the nature of the payments and 
whether they can be justified.234 The GC held that in the context of patent 
settlements, a reverse payment may be justified where such payments cover the 
costs inherent to the settlement or the dispute, including e.g. the litigation costs 
of the generic company. However, if the reverse payments cover costs that are 
external to the dispute or the settlement then the reverse payments are not 
linked to the settlement agreement. Rather such costs are incurred 
independently of the occurrence of the patent disputes.235 Thus, the 
compensation in Servier covering the production- or development costs of the 
generic versions, as well as the costs for terminating third-party contracts were 
not justified.236 Therefore, the GC held that the Commission had correctly 
found that the reverse payments were excessive and covered more costs than 
could be justified. The payments were therefore to be seen as inducements for 
the generic’s submission to restrict its entry to the market.237 

5.2.3.1 Side deals as a concealed value transfer 
The Commission alleged in Servier that the reverse payments did not only take 
the form of direct monetary transfers to the generic undertakings, but also 
through “side-deals”. The GC held that there is a risk that a settlement 
agreement which contains restrictive clauses is covered by side deals. By taking 
the form of complex contractual arrangements, these side deals may serve as a 
tool to conceal value transfer from the patent holder to the generic company.238 
The GC defined side deals as “usual commercial agreements” that are 
connected to a patent settlement agreement, which include clauses of a 
restrictive nature.239 A connection between a side deal and the settlement 
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agreement may be either temporal or legal and is an indication that the 
agreement is actually “part of the same package”.240 A temporal connection 
exists when the two different agreements are concluded on the same day, while 
the legal connection exist when the “side-deal” agreement is conditioned upon 
the conclusion of the settlement agreement.241 The GC held that a third form of 
connection might also exist if the Commission is able to establish that the side-
deal agreement in view of the context that it is concluded is inseparable from 
the settlement. 242 

In Servier the Commission took the view that the licensing agreement 
between Servier and Krka that was legally connected to the settlement 
agreement was a side deal that concealed a value transfer to Krka. The licensing 
agreement allowed Servier a 3 % royalty on Krka’s net sales, which the 
Commission considered to be an abnormally low royalty.243 The GC held that 
licensing agreements do not in principle fall under the category of “suspicious” 
side deals. In fact, it was considered common to grant licenses in the context of 
patent settlement agreements.244 Furthermore, the GC emphasized that under 
licensing agreements, value transfers occur both ways; from the originator to 
the generic company since the latter can enter the market without risk, and the 
other way around through the payment of a royalty.245 The GC held that the 
Commission must therefore establish that the royalty rate was abnormally low 
for the licensing agreement to be considered a concealed value transfer. To 
establish that the restrictive clauses in the settlement agreement in connection 
with an abnormally low royalty rate constituted a sufficient degree of harm to 
competition, the GC also emphasized that the abnormality of such rate must be 
“all more obvious” to qualify as a restriction by object.246 The GC found that 
the Commission had not established that the royalty rate was abnormally low 
and could therefore not be considered a reverse payment.247 

The Commission also alleged that the assignment agreement where Krka 
assigned its technology to Servier in return for EUR 30 million was to be seen 
as a concealed value transfer for Krka’s submission to the restrictive clauses in 
the settlement agreement.248 The GC found that since the agreements had been 
concluded two months after the settlement agreement, there were no temporal 
link. Nor had the Commission established the existence of a legal link between 
the two agreements or that they were inseparable in another way.249 The GC 
also observed that the Commission itself had made clear that there in fact was 
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no link between the licensing and settlement agreements in its decision.250 The 
Commission had therefore wrongly concluded the existence of a restriction by 
object also in respect of the assignment agreement between Servier and Krka.251 

In this regard it is to be noted that since the Commission had not 
established that the restrictive clauses in the agreements in combination with 
the alleged side deals constituted a restriction by object, the Commission 
moved on to construct an effect-analysis. The GC held however that the 
Commission had not been able to prove that absent the agreements, Krka 
would have probably entered the market with its generic products. The GC 
held that since Krka had recognized the patent’s validity in the settlement 
agreement it was not likely that Krka would have entered the market even at 
risk.252 Thus, the agreements between Servier and Krka did not either constitute 
any restriction of competition by effect.253  

5.2.4 The conclusions of the GC 
In its judgments in both Lundbeck and Servier the GC upheld the three 
cumulative criterions used by the Commission in order to determine if a patent 
settlement agreement reveals a sufficient degree of harm to competition that it 
amounts to a restriction by object within the meaning of article 101 TFEU. The 
GC held that the Commission had correctly established that the generic 
undertakings were potential competitors since the remaining patents of 
Lundbeck and Servier were only process patents. Therefore the patents did not 
constitute insurmountable obstacles for the generic undertaking’s abilities to 
enter the market. The Commission had also found evidence, which showed 
that the parties’ did not recognize neither the validity of those patents nor the 
infringing nature of the generic versions. The originators had even themselves 
stated that other non-infringing production methods existed to produce the 
drugs. Based on an overall assessment of these factors the GC held that the 
Commission had established that the generic undertakings would have had real 
concrete possibilities to enter the market absent the agreements. 
 The Commission had also correctly assessed the legal and economic context 
of which the agreements were concluded in. By taking account to the remaining 
process patents and its scope of protection the Commission made a correct 
assessment of the restrictive clauses in the settlement agreements. The 
Commission considered that non-challenge and non-compete clauses could be 
legitimate in the context of patent settlements only were such clauses did not go 
beyond the patent’s scope of protection, which was not the case in Lundbeck. 
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The GC held that even though the clauses would conform to the patent’s scope 
of protection (as it did in Servier) the agreements are still to be consider having 
its object to restrict competition when it is clear that the originators has induced 
the generic undertakings to submit to such clauses through reverse payments. 
This was the case in all agreements made in Lundbeck because the size of the 
payments made were excessive and corresponded to the expected profits of the 
generic undertakings in the case they would have entered the market. The 
Commission’s findings in Servier were confirmed in all agreements except the 
agreements concluded between Servier and Krka. The GC annulled part of the 
decision in this regard because the Commission had not established the 
existence of an inducement by Servier in exchange for Krka’s withdrawal from 
the market. Consequently, the settlement agreement between Servier and Krka 
was neither considered a restriction of competition by object nor by effect. 

The GC concluded that when it is established that the exclusion of 
competition is a result from an inducement by the originator company in the 
form of a reverse payment, such exclusion must be considered an extreme form 
of market sharing and production limitation when the excluded competitors 
were generic companies and amounts to a restriction of competition by 
object.254 It is clear that both the Commission and the GC are reluctant to 
accept arrangements where competitors exploit generally accepted settlement 
agreements as a veil to cover its collusive deals on the expense of society. In my 
view, it is absolutely necessary to ensure that collusive arrangements like pay-
for-delay is prohibited and prevented. But is the Commission’s three-step 
analysis really the best way forward? 
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6 Possible problems with the Commission’s 
assessment of pay-for-delay agreements 

6.1 Should the Commission’s “by object” analysis be 
justified? 

As discussed in the previous chapter, when a certain type of agreement is 
considered a restriction of competition “by object” it must reveal by its very 
nature a sufficient degree of harm to competition. A classification of a certain 
type of agreement under the “by object” approach must be made on experience 
that this type of arrangement repeatedly has the same negative effects on 
competition that it deserves to be automatically condemned by the competition 
rules. It could be questioned whether the classification of pay-for-delay 
settlements is really based on such experience? 
 Prior to 2009, when the pharmaceutical inquiry was made, the Commission 
had never considered settlement agreements containing reverse payments as a 
competitive constraint, either under the object-approach or the effect-
approach. It was not until the first decision in Lundbeck, quickly followed by the 
decision in Servier, that the Commission condemned settlement agreements with 
reverse payments as restrictions of competition by object. Thus, the automatic 
condemnation was done without having any prior cases where such agreements 
had been analyzed under the effect-approach. As has been discussed, such 
condemnation must be based on proper experience by which the agreements 
have repeatedly shown to have severe negative effects on competition that it is 
justified to penalize the agreement for the sake of procedural economy.255 It 
could therefore be questioned whether settlement agreements that includes a 
reverse payment really deserves to be automatically condemned as a restriction 
by object? Might there be a risk that the Commission condemns settlement 
agreements that might actually be genuine and legitimate from a competition 
law perspective? 

As seen from the GC:s judgment in Servier, the Commission had incorrectly 
alleged that the agreements between Servier and generic manufacturer Krka 
constituted a restriction by object, which was later proven to not even 
constitute a restriction by effect. Something that is worthy of note in regards to 
the effect analysis of Krka’s ability to enter the market is the fact that the GC 
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welcomed the Commission’s findings in the internal documentation where the 
parties’ own perceptions appeared for establishing that Krka was a potential 
competitor. Despite this, the GC still did not consider that Krka would have 
been able to enter the market, even at risk. As recalled, the Commission had 
found statements where Servier had acknowledged that there were in fact other 
possibilities of producing perindopril without infringing Servier’s process 
patents.256 This was a decisive factor for finding that Servier’s process patents 
were not insurmountable obstacles for the generic undertaking’s entry, including 
Krka. These statements did however not seem to matter under the effect-
analysis, since the GC found that Krka probably could not even enter the 
market “at risk” absent the agreements. In my view this is a bit contradictory, 
because if there actually were other methods that could be used by the generic 
undertakings, would not Krka have been able to enter the market even if its 
current method was infringing the patent? This was apparently not something 
that the Commission was able to prove once it moved on to the effects-
analysis. Based on this thought-experiment it could therefore also be 
questioned if there might not be a risk that the other agreements in Servier also 
would have been found not restrictive of competition by its effects if the 
Commission had carried out a full effects-analysis of these agreements as well? 

As discussed in the previous chapter, the rationale behind automatically 
condemning certain types of anti-competitive arrangements is to create legal 
certainty. It is important that undertakings and its legal counsels are able to ex-
ante foresee the legal consequences of its agreements so that they are able to 
modify their conduct accordingly.257 Critics have however condemned the 
Commission’s three-criteria-test as being “too abstract and simplistic” to show 
whether a settlement agreement is anti-competitive by its very nature. 258 Other 
critics have similarly held that that there is a lack of sufficiently clear guidelines 
of the core illegality of settlement agreement’s and that the “several hundred 
pages too long” decisions “sows confusion and uncertainty and makes daunting 
the tasks of judicial review”.259 This criticism is understandable too some extent. 
It is reasonable that the legal community calls for clearer guidelines to enable 
undertakings to predict the legal consequences to clear out any competitive 
concern. However, just because a certain practice may amount to a restriction 
by object does not mean that every practice will ultimately be found to do so. 
This is to be decided from case to case. Furthermore, it is important to recall 
that in the context of complex patent rights, no undertaking will probably find 
any spot on previous case to use as a thumb stock. Nevertheless, there are 
some parts of the Commission’s assessments in Lundbeck and Servier that has 
given rise to skepticism in the legal doctrine. 
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6.1.1 Possible problems with the “potential competition”-criteria 
In its decisions, the Commission sets out to establish a formal classification 
consisting of three cumulative conditions under which settlement agreements 
are to be considered to have as its object the restriction of competition. 
However, it has been criticized that it is apparent from the decisions and 
judgments in both Lundbeck and Servier, that other factors not part of the “test” 
have held significant weight on the outcome.260 One of these factors were the 
parties’ own perceptions that appeared in the internal documentation, which 
was relevant for the finding of potential competition. On the one hand, it is 
true that this factor is not explicitly part of the Commission’s test, which might 
be criticized from a legal certainty-perspective. On the other hand, it has been 
established in the Court’s previous case law that the subjective intent and 
perceptions can be of relevance to establish a restriction by object and might 
therefore in my view be superfluous to include in the test. 
 Another criticism that has been raised is that the Commission does not duly 
take patent law into consideration. These critics mean that the Commission’s 
finding of a potential competitor based on the uncertainty of patent validity 
jeopardizes the value of- and the presumption for validity of the originator’s 
patents.261 Critics mean that by considering generic undertakings as potential 
competitors because they can launch their products “at risk” goes against the 
presumption for patent validity, which “instructs treating them [the patents] as 
valid until otherwise proven”.262 The Commission and the GC has however 
held that the presumption for patent validity does not mean that there also is a 
presumption for infringement. In my view, it is clear that unless a competent 
court has ruled on the matter, it is equally certain or uncertain that a patent is 
valid or that the generic product infringes that patent. Furthermore, even 
though there might be different reasons to why the parties decide to settle 
ongoing disputes, the very fact that there even was something to dispute about 
(either patent validity or infringement) does in my view speak for that the 
parties are potential competitors. Why would a generic company contest the 
validity of a patent if it were not part of a plan to fulfill its intentions of 
entering the market? And the fact that there was a behavior from the generic 
undertaking that brought an infringement action from the patent holder must 
speak for that the holder thought of the generic company as a potentially 
competitive threat. It is of course possible that both parties genuinely consider 
a patent valid and might decide to settle a dispute merely to e.g. avoid legal 
costs or prolonged litigation. Nevertheless, the fact that the generic company 
will still be deemed as a potential competitor under the Commission’s test 
should not be problematic in such a case, because that settlement agreement 
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should under such circumstances logically not consist of a reverse payment. This 
is because, as the GC explained, the recognition of a valid patent should allow 
the holder to reward from its investments, not the other way around.263 
Denying the competitive relationship between originators and generic 
companies would disregard the very core business of generic manufacturing 
that is based on producing the pharmaceutical innovations created by 
originators. The very fact that potential competition is a condition in the 
Commission’s “by object” analysis does not mean that when this criterion is 
fulfilled, the settlement agreement is automatically condemned as a restriction 
by object. The condition is merely a necessary means for there to even be a 
competitive relationship to analyze. 
 What is notable is however the fact that for an undertaking to be considered 
a potential competitor, the ability of that undertaking to enter the market must, 
according to settled case law, be made “sufficiently quickly”. It is for the 
Commission to provide factual evidence or an analysis of the structures of the 
market that such is the case.264 In my view this was not properly done in either 
Lundbeck or Servier. Even though the Commission considered it possible for the 
generic’s to launch their products “at risk”, the Commission’s assessment also 
relied on the fact that there were other possibilities available for producing the 
drug. The Commission did however not provide any factual evidence for these 
“available possibilities” nor can it be said that an analysis of the market 
structures were made. Rather the Commission seemed to have taken the 
availability of these “other production methods” for granted by relying on the 
internal documentation where the originators merely had stated that there were 
other possibilities. This was not something that the GC considered 
problematic, but maybe should have? Should the Commission really be able to 
rely on statements made from the parties as “factual evidence”, even when such 
evidence do not speak a word on the “quickness” of a possible switch? 
Ultimately it is the alleging party that holds the burden of proof to show that 
the parties to an agreement are actual or potential competitors by following the 
established rules in the Court’s case law, not the other way around. 
Nevertheless, in the cases of Lundbeck and Servier, it was maybe enough to show 
that the generics asserted competitive pressure on the originators merely 
because the generics could launch its current product “at risk” of facing 
infringement actions. But would not then all generic undertakings be potential 
competitors absent a court ruling confirming infringement?  
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6.1.2 Potential challenges with the “limitation to entry”-criteria 
In the Commission’s assessment of whether the agreements included restrictive 
clauses that limited the generic undertaking’s commercial freedom, the disputed 
patent’s scope of protection was pivotal for determining the legality of these 
agreements. As recalled, restrictive clauses in a settlement agreement is only 
legal if they correspond to what would have been possible to achieve if the 
patents were enforced in court.265 

Opponents of competition law intervention in the area of patent related 
agreements have claimed that the Commission’s assessment of patent 
settlement agreements amounts to a “second-guessing” of the legitimate 
boundaries of patent law which increases uncertainty and may lead to 
inconsistencies and unduly deter genuine patent settlements even when they do 
not entail a restriction of competition.266 In its assessment, the Commission and 
the GC recognizes that these institutions do not have the competence to 
determine the scope of a patent or its validity. But it was accentuated that this 
cannot mean that it must refrain from assessing competition law infringements 
when such factors are important for determining the legality of a possibly anti-
competitive agreement.267 In my view, this statement is characterized by a high 
degree of logic and goes in line with the previously discussed 
“existence/exercise” dichotomy and “specific subject matter” doctrine.268 The 
very fact that an agreement relates to a patent right does not mean that 
competition law denies the existence of such right. Settling patent disputes is 
however not part of a patent’s specific subject matter and therefore is an 
exercise that must be scrutinized by the rules of competition. 
 However, what is likely to be problematic with having the Commission 
assessing whether or not the settlement agreement’s “four angles” has extended 
the patent’s scope of protection is the very fact that the Commission may not 
be the best suited to do so. Even though it is emphasized that such assessments 
“in no way prejudice the assessments of the competent national courts relating 
to patent rights”, it is still a matter of fact that such assessments might be a 
difficult task for the Commission to tackle. The legal literature rightly 
problematizes a number of difficulties that the Commission must unravel in 
order to be able to assess a patent’s scope of protection.269 First, to assess the 
patent’s scope of protection requires a detailed assessment of the patent 
claims.270 Second, since patents are governed by the territoriality principle, an 
evaluation should be made with regards to every relevant national patent and its 
different patent legislations. Some jurisdictions might include a “doctrine of 
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equivalence” that the Commission must take into consideration. This doctrine 
means that the patent’s claims can under certain circumstances be extended to 
cover more than what the literal wording of the claims discloses, and thus 
extend its scope of protection.271 Third, an analysis of a patent’s scope of 
protection is very demanding and highly technical, why it requires vast 
recourses and expertise, both legal and technical.272 The Commission did not 
take any of these difficulties into consideration when it established that the 
settlement agreements in Lundbeck extended the scope of Lundbeck’s patent. In 
Servier this was not a problem since the non-compete in the settlement 
agreement were limited to generic versions covered by Servier’s process 
patents.273 

However, irrespective of whether or not the Commission rightly concluded 
that restrictive clauses in the settlement agreements went beyond the scope of 
the patent or not, it is still a matter of fact that the generic undertakings (except 
Krka) were induced by the originators to submit to the clauses and limit its 
entry in exchange for a payment. Again, it is important to remember that the 
Commission’s three-condition test is cumulative; the second condition 
“limitation to entry” is dependent on the third “a value transfer from the 
originator which substantially reduced the incentives to enter the market”. Thus 
it is pointless to merely conclude whether the restrictive clauses went beyond 
the patent’s scope of protection to find a restriction by object, because neither 
one of the three conditions do not say anything about the restrictive object of 
an agreement merely by looking at them separately. Thus, it is therefore 
reasonable to conclude that by cumulatively linking the two latter criterions, the 
Commission successfully distinguishes between legitimate settlement 
agreements and between those that constitute pay-for-delay agreements. In 
legitimate settlement agreements there would naturally be a limitation to generic 
entry due to the parties’ legitimate recognition of the validity of the patent and 
not because they were paid to do so. Even if the generic undertakings in 
Lundbeck and Servier actually had thought that the patents were valid, it would 
not have made any difference once the payments covered more than it had to. 
Assuming that all undertakings are economically rational, why would 
originators pay an excessive sum of money to a competitor who willingly 
surrenders to the will of the originators? 

6.1.3 Criticism against the “value transfer”-criteria 
In the legal literature it has been asserted that a value transfer in a patent 
settlement does not reveal much about whether competition is affected or not. 
Instead, it is asserted that a value transfer in the form of a reverse payment 
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merely increases the other party’s will to settle the dispute.274 As a matter of 
fact, this line of argumentation goes well in line with the Commission’s 
reasoning. The Commission explained in both Lundbeck and Servier that a value 
transfer in itself is not a proof of an anti-competitive conduct. Rather, it is 
considered to be a “warning signal” when a reverse payment is made in 
combination with a limitation to entry.275 Indeed, a reverse payment may 
increase the generic undertaking’s incentives to settle a dispute. This is not 
something that the Commission has anything against, as long as the reverse 
payment correlates to the costs inherent to the dispute. The payment cannot be 
so excessive that it can be seen as the ultimate reason to why the generic 
undertaking submits to settle the dispute and agrees to limit its commercial 
freedom. Again, it must be reiterated that a genuine settlement where the 
parties recognize the validity of the patent must in principle allow a value 
transfer to the patent holder and not the other way around.276 Thus, it must be 
reasonable to conclude that where i) a reverse payment is made, although the 
parties recognizes the patent’s validity and despite the fact that there might be 
other production methods possible, and ii) the generic company accepts a non-
challenge and a non-compete clause, then such payments do in fact indicate 
that the purpose of the reverse payment was something other than to end a de 
facto patent dispute. 
 Critics also challenge the Commission’s findings that the size of a reverse 
payment is an indicator of an anti-competitive conduct. Instead, it is asserted 
that the size of the payment only reveals how risk averse the patent holder is of 
moving forward with court proceedings. Considering that the originator 
company has “everything to lose” it is suggested that even if the patent holder 
is confident of winning, a small risk of losing will still always be likely. The price 
drop followed by generic entry makes it almost impossible for the originator to 
recoup its financial investments in the drug. It is therefore suggested that it 
might be economically more rational to settle and pay the generic undertaking, 
than taking the small risk of losing. 277 This line of argumentation is in my view 
quite difficult to agree with. If a patent holder is so convinced of the patent’s 
validity and that the generic undertaking infringed this, a court order would 
prevent the generic company from unlawfully entering the market and would 
also allow for any possible damages to be paid. On the one hand this could 
indeed entail a small risk of losing. On the other hand, reaching a successful 
public court order could also create a wide uncertainty among other generic 
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contenders ultimately resulting in their legal refrainment from entering the 
market. Furthermore, the competitive price pressure that generic undertakings 
pose on originators is a characteristic part of the pharmaceutical sector’s 
structure.278 Therefore, launching a pharmaceutical product always entails great 
financial risks, which the originator is willing to take. This “risk” cannot be 
used to justify that the originator finds it more economically viable to pay of its 
competitors rather than facing that risk. Moreover, trying to justify large 
payments based on the originator being “risk aversive” would not be found 
justified in accordance with the GC:s judgment in Servier, since only costs 
inherent to the dispute are qualified for justification.279 
 What could potentially lead to problems with the Commission’s value 
transfer-criteria from a legal certainty perspective is the very fact that side deals, 
i.e. usual commercial agreements, as the GC defines them, may be found to 
constitute a concealed value transfer if the Commission is in a position to prove 
that there is a link between the side deal and the settlement agreement.280 It is 
understandable that when there is a temporal or legal link between a settlement 
agreement and a commercial agreement that is beneficial to the generic 
company, undertakings ought not to be too surprised if a competition authority 
declares such as constituting a reverse payment when the first two conditions 
of the test also are fulfilled. However, the GC found that an agreement would 
be considered a concealed reverse payment also when the Commission is in a 
position to prove that the agreements are inseparable. This third possibility for 
linking side deals to settlements was however and unfortunately not further 
explained by the GC. Even though an assessment is to be made in each case, 
the “by object” classification still requires that a degree of legal certainty be 
created, certainly where this category of restraints are extended.281 How are 
undertakings supposed to know ex-ante whether or not a commercial 
agreement, which neither has a temporal nor legal link to a settlement 
agreement, will be deemed “inseparable” from a settlement agreement when 
there is no guidance on this matter? This may cause a lot of damage to the 
undertakings ex-post the agreements are concluded. It is however in the interest 
of society that the use of complex commercial arrangements to possibly shield 
collusive deals are scrutinized by competition authorities and the Commission. 
Nevertheless, the lack of sufficiently clear guidelines in this regard also makes 
the Commission or the NCA’s investigations more difficult. 
 Furthermore, in Servier the GC held that a licensing agreement in connection 
with a settlement agreement is to be considered as a restriction by object only 
where the Commission is able to establish that the royalty is “abnormally low” 
and therefore is to be considered a value transfer from the originator 
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company.282 Since licensing agreements in connection with patent settlements 
are generally considered not to cause any competition law concern283, it is 
reasonable that for an abnormally low royalty, in connection with restrictive 
clauses in a settlement, to reveal a sufficient degree of harm to competition 
must be “all more obvious” to qualify as an object restriction. In Servier a 3 % 
royalty was not considered abnormally low by the GC, however without any 
further explanation. It is questionable where the Court’s threshold level for this 
“abnormality” lies and what considerations that stands behind this threshold? 
 Lastly, what also raises questions is the very fact that where royalty rates are 
deemed normal, a licensing agreement from the originator to the generic 
undertaking does not raise any competitive concern because a value transfer 
occur both ways allowing the generic undertaking to enter the market without 
risk. But has the generic undertaking really entered the market under such 
circumstances? Is the generic undertaking not in fact, at least implicitly, 
controlled by the originator undertaking in regards to its pricing? Even though 
imposing fixed or minimum prices amounts to resale price maintenance, which 
is a restriction by object in itself, recommended prices is allowed.284 In my view 
it is a fair assumption to assert that the expected price drop resulting from 
generic entry is probably not likely to occur when the generic undertaking 
enters the market with a license from the originator company. Thus, the 
important effects of generic entry to society will be delayed. Nevertheless, these 
possible societal effects and expected price drop does not say anything about 
whether the agreement in question had an anti-competitive object or effect, but 
are rather an ethical reflection. It needs to be remembered that when an 
agreement is not considered to be restrictive by its object, it is for the 
Commission to prove the actual or likely negative effects that the agreement 
has on competition, which apparently was not provable in Servier.285 

6.2 The United States’ “Rule of Reason” – a better 
approach in the name of legal certainty? 

In several legal articles where critics condemns the Commission’s approach to 
tackle pay-for-delay settlements in the EU, it has been suggested that the 
United States’ approach to restrain these collusive arrangements is better and 
should be applied in EU.286 
 Under the antitrust laws of the United States, a distinction between certain 
types of anti-competitive agreements has been made similar to the “by object” 
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and “by effect” categories of restraints under article 101 TFEU. In the US 
certain types of agreements that are considered seriously harmful to 
competition are directly prohibited under the so-called “per se” approach, while 
less serious anti-competitive constraints are treated under a “rule of reason”.287 
The legality of patent settlements containing reverse payments under the US 
antitrust laws is governed by the rule of reason.288 

Under the rule of reason the US courts’ assessment of an agreement has to 
be made in casu by weighing the positive and negative effects of that agreement 
to establish if the agreement complies with the antitrust laws.289 This resembles 
the possibility of an individual exemption under article 101 (3) under EU 
competition law where an agreement may be exempted from being prohibited 
if the positive effects outweigh its negative effects.290 There is however an 
important difference between the rule of reason and the efficiency defense 
under article 101 (3). The latter is constrained to only allow for an efficiency 
defense based on the pre-defined and closed list of efficiencies in article 101 
(3), while any such rigid framework does not exist for the US courts under the 
rule of reason.291 Another difference is that in the EU, as discussed in the 
previous chapter, when an agreement is considered as an object restriction it is 
presumed unlikely of having any outweighing positive effects on competition 
and therefore unlikely to produce the required efficiencies.292 Thus, the “by 
object” category of agreements in the EU resembles the per se abuses under US 
antitrust law. Even though the US considers pay-for-delay settlements under 
the rule of reason and not as per se abuses, is the US assessment really that 
different from the EU Commission’s “by object” approach? 

In the judgment from the US Supreme Court in FTC v. Actavis293 the Court 
held that a reverse payment patent settlement can “sometimes unreasonably 
diminish competition in violation of the antitrust laws”. The Court also 
established that “a large and unjustified reverse payment can bring in the risk of 
significant anticompetitive effects”.294 The Court however rejected that patent 
settlements containing reverse payments should be deemed “presumptively 
unlawful”. Instead the Court established that these settlements agreements are 
neither presumptively lawful nor unlawful and must therefore be evaluated on a 
case-by-case basis under a rule of reason.295 The Court did however not 
establish how this rule of reason was to be constructed or which factors to be 
considered in determining the legality of these agreements. What the Court 
however held was that the likelihood of a reverse payment being anti-
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competitive depends on “its size, its scale in relation to the payer’s anticipated 
future litigation costs, its independence from other services for which it might represent 
payment, and the lack of any other convincing justification”.296 

As seen in Lundbeck and Servier, the above-mentioned determinant factors as 
held by the Supreme Court in FTC v. Actavis are in my view however not that 
different from those to be assessed under the established approach from the 
Commission and the GC.297 Even though the assessment to be made under the 
“by object” approach cannot be said to entail a full-blown rule of reason or an 
efficiency defense under article 101 (3) TFEU, the Commission’s “by object” 
approach still allow for a possibility for undertakings to show the legitimacy of 
their patent settlement agreements even when they include reverse payments. 
This ought to be the reality since the Commission reported that 45 patent 
settlement agreements containing reverse payments had been assessed in the 
pharmaceutical sector inquiry.298 Still only two decisions has been delivered, 
namely Lundbeck and Servier. This speaks for that the Commission’s test is in 
fact efficient in distinguishing legitimate settlements from those that have an 
anti-competitive object. 
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Conclusions 

An agreement that restricts competition by object is considered to be a 
hardcore restriction because it reveals a sufficient degree of harm to 
competition that its anti-competitive effects are presumed. When assessing 
whether an agreement has as its object the restriction of competition regard 
must be made to the agreement’s content, its objectives and the economic and 
legal context of which it forms a part. A “by object” classification of a certain 
type of agreement such as reverse payment patent settlements must be made on 
experience that this certain type of arrangement repeatedly has the same 
negative effects on competition that it deserves to be automatically condemned 
by the competition rules. Prior to 2009, when the pharmaceutical sector inquiry 
was made, there were no decisions or judgments where it was established that 
settlement agreements containing reverse payments had the same negative 
effects on competition as those found in Lundbeck and Servier. Despite this, the 
Commission’s classification of these agreements as “by object” restrictions 
should however still be deemed justified. The reason behind this is that these 
pay-for-delay agreements amount to an extreme form of market sharing and 
production limitation, which are restrictions of competition by object that are in 
particular harmful to competition as stated in article 101 (1) (b-c). Even for a 
short period of time, the foreclosure of generic medicines is sufficient to deter 
competition on the market to the detriment of the European health care 
systems and citizens dependent on affordable medicines. The benefits made by 
the colluding parties are therefore at the expense of society. 

When a settlement agreement is concluded between competitors on a given 
market, there is always a risk for competitive concern. These concerns are 
further increased where the agreement is conveniently concluded at the time of 
expected market entry of one of the agreeing parties, and that market entry is 
restricted or even suspended due to the agreement. Where the settlement 
agreement involves some form of payment being made from the market 
incumbent to the party that agrees to stay out of the market the warning signals 
are loud and clear. This gives reasons to scrutinize the real purpose behind 
those payments being made. When the primary reason to why the excluded 
party has agreed to stay out of the market is because that party deemed it more 
lucrative to share the monopolistic profits of the market incumbent, rather than 
pursuing its own intentions of market entry, the agreement does in fact have as 
its object the restriction of competition. 
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 A lot of criticism has been raised against the decisions and following 
judgments in Lundbeck and Servier asserting that the Commission’s approach is 
inadequate to inter alia distinguish legitimate settlements from anti-competitive 
settlements and therefore should not be justified. Some criticism is in my view 
legitimate and some are not. However, the legitimate criticism mostly relates to 
the assessments made in regards to the specific circumstances of the two cases 
and not the Commission’s cumulative three-condition test as a whole. The 
clarifications made by the GC relating to how the three conditions should be 
assessed and what the Commission must prove supplements the test and 
contributes to both foreseeability and legal certainty of the competitive 
assessment of patent settlements. Both judgments have been appealed to the 
ECJ, and further clarification is expected. In my view, there are however no 
reason to believe that the ECJ will annul the GC:s judgments. 
 Conclusively, the cumulative three-condition assessment of patent 
settlement agreement containing reverse payments promotes both competition 
and innovation. By distinguishing between settlements that are legitimate from 
those that are not, the competitive structure of the pharmaceutical sector 
remains intact which ultimately benefits the consumer welfare and safeguarding 
of human health. Likewise can it be said that innovation is promoted by 
removing collusive arrangements that reduce the incentives for undertakings to 
innovate and compete on their own merits, thus promoting development in the 
pharmaceutical industry. 
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