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Abstract: This thesis focuses on reverse payment patent settlements in the 
pharmaceutical industry and the patent misuse defense as a legal tool against abusive 
practices concerning reverse payment settlement cases.  
 
In the pharmaceutical industry, reverse payment settlement agreements (also known as 
‘Pay for Delay’) have become more common phenomenon while drawing attention and 
raising debates among intellectual property and competition law professionals as well 
as pharmaceutical community in the United States and in the European Union. In a 
nutshell, reverse payment settlement agreement refers to a situation in which a patent 
holder (owner of the patented drug or the ‘originator drug’)  pays a substantial amount 
of money or gives other forms of value to a potential patent infringer (generic drug 
manufacturer) in order to settle and to avoid a patent litigation proceeding. When the 
patent protection for the originator drug expires, originator companies usually obtain 
patents for second medical indications in order to prevent generic competition in the 
market. Taken into account that these ‘secondary’ patents of originator companies are 
not generally as strong as the ‘primary’ patents’, generic manufacturers may enter the 
market with their product with a risk of patent infringement litigation. In order to 
prevent the generic market entry, originator companies may conclude reverse payment 
settlement agreements with generic manufacturers typically containing a transfer of 
value from the originator to the generic while a generic manufacturer generally agrees 
to stay out of the market a certain period of time.  
 
As these settlements between originator and generic manufacturers constitute a legally 
complex phenomenon within the field of intellectual property and competition law, this 
thesis aims to find a new legal tool from the field of patent law that could be applied in 
reverse payment settlement cases, especially in the Finnish legal system and from the 
generic manufacturers’ point of view. After discussing about reverse payment 
settlements in detail, I will present the patent misuse doctrine as an affirmative defense 
in patent litigation, originally created by the Supreme Court of the United States, and 
evaluate how the concept of patent misuse fits into reverse payment settlement cases. 
While discussing on the patent misuse defense, I will also research the abuse of rights 
doctrine known in many civil law countries since the idea of the prohibition of abusive 
practices by patent holders contains many similar features with the United States based 
patent misuse doctrine, but the prohibition of abuse of rights is based on civil law 
principles, and in this way, is closer to civil law traditions.  
 
Lastly, I will research and discuss if the patent misuse defense originated from the 
United States could be present in the Finnish legal system or, at least, act as a source of 
inspiration, especially, for the Finnish Patents Act (550/1967). Since many civil law 
countries already recognize the abuse of rights doctrine that shares a lot of same features 
with the patent misuse doctrine, it is worthwhile to examine if there could be an 
additional legal tool available in reverse payment settlement cases against the abusive 
practices of right holders.  
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1 INTRODUCTION 

1.1 Background 

A patent grants exclusive property rights in intangible creations of the human mind and 

exists only when provided by the law. A patent can be enforced only to the extent as an 

alleged infringing act is within the scope of patent claims. The duration of a patent right 

is limited, with the global standard being 20 years.1 In Finland, according to the Patents 

Act 550/1967 § 40, patents are granted for 20 years from the filing date of the patent 

application. However, according to the Patents Act, Chapter 9 a, the term of the patent 

protection can be extended under particular conditions if the patent protects the active 

ingredients used in medical products. The extension of patent rights is called 

Supplementary Protection Certificate (“SPC”) which can be applied separately.2  

However, patents work differently in different industries. In the pharmaceutical 

industry, a patent usually equals a product and protects a major investment in research 

as well as clinical testing required before marketing or selling such patentable product. 

A patent protection is especially important in the pharmaceutical industry due to an 

extensive and quite expensive research and development (“R&D”) activities while the 

actual manufacturing process is comparatively easy to replicate and may be copied with 

a fraction of the investment of that required for the clinical testing and research. 

Production of a new pharmaceutical product requires major costs from the inventor 

which means that proper incentives has to be in place to reward the inventors for their 

R&D.3 Therefore, a patent protection for the inventors within the pharmaceutical 

industry ensures that they are able to invest billions of dollars into the development of 

new drugs and to take advantage of the sales. On the other hand, medical drugs as 

patented products can be very controversial which usually relates to a provision of drugs 

in the developing world.4 

                                                      
1 Lehman, Bruce, ‘The Pharmaceutical Industry and the Patent System’ (2003) 2.  
2 SPC’s aim to offset the loss of given patent protection for pharmaceutical products that 
arises due to the compulsory lengthy testing and clinical trials that these products require 
prior to obtaining a regulatory marketing approval which is needed for the medical product 
to be eligible for marketing and selling such product. See Finnish Patent and Registration 
Office official website 
https://www.prh.fi/en/patentit/applyforanationalpatentinfinland/maintainyourpatent/su
pplementaryprotectioncertificatesspc.html.  
3 Lehman, Bruce, ‘The Pharmaceutical Industry and the Patent System’ (2003) 2.  
4 Mohan SB, Chandra and others, ’Patents – An important Tool for Pharmaceutical Industry’ 
2(2) RRJPNT (2014). 12, 13.   

https://www.prh.fi/en/patentit/applyforanationalpatentinfinland/maintainyourpatent/supplementaryprotectioncertificatesspc.html
https://www.prh.fi/en/patentit/applyforanationalpatentinfinland/maintainyourpatent/supplementaryprotectioncertificatesspc.html
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In the pharmaceutical industry, reverse payment patent settlement agreements, 

commonly referred to as “pay-for-delay”, have drawn attention and raised debates in the 

pharmaceutical field both in the United States (US) as well as in the European Union 

(EU) and, especially, within the field of competition law. In a reverse payment 

settlement, a patent holder pays a substantial amount of money or gives other forms of 

value to a potential patent infringer in order to settle and to avoid a patent litigation 

proceeding. Courts in the US as well as in the EU have ruled on reverse payment 

settlements mainly within the framework of competition law. However, the courts have 

approached such settlements differently when comparing the US and the EU.5  

In the pharmaceutical industry, there exists R&D based originator companies or 

originators (owners of the patented drug or the “originator drug”) that carry out research 

into new pharmaceuticals, develop them from the laboratory to marketing authorization 

and, finally, sell them on the market. Then, there exists generic drug manufacturers that 

produce and sell pharmaceutical products which have lost their patent protection as well 

as any possible extensions to it while containing the same pharmaceutical ingredients as 

the originator drug, and can therefore be used for the same treatments as the originator 

drug. Originator companies typically obtain range of patents while generic 

manufacturers seeking to enter the market will often challenge the validity of the 

originator company’s patents or just simply launch their own generic product to the 

market. Therefore, an originator is often forced to bring a claim against a generic 

manufacturer and prevent the generic’s entry to the market. Consequently, a generic 

manufacturer can be seen as a potential infringer of the patented originator drug. 

However, to avoid the litigation between an originator and a generic manufacturer, they 

may decide to settle the case which might be advantageous for both parties keeping also 

in mind that an originator wishes to delay generic entry as soon as possible. As we know, 

settlements are usually encouraged by the courts but the lawfulness of a settlement 

involving a reverse payment is under a strict debate in the EU as well as in the US.6  

                                                      
5 Geradin, Damien; Ginsburg, Douglas and Safty, Graham, ’Reverse Payment Patent 
Settlements in the European Union and the United States’ George Mason Legal Studies 
Research Paper No. LS 15-22; George Mason; George Mason Law & Economics Research 
Paper No. 15-38. (2015) 1. See also Thomas, John R., ‘Pharmaceutical Patent-Antitrust: 
Reverse Payment Settlements and Product Hopping’ (Congressional Research Service - 
Informing the legislative debate since 1914, October 7, 2015) 1.   
6 Geradin, Damien; Ginsburg, Douglas and Safty, Graham, ’Reverse Payment Patent 
Settlements in the European Union and the United States’ George Mason Legal Studies 
Research Paper No. LS 15-22; George Mason; George Mason Law & Economics Research 
Paper No. 15-38. (2015) 1-2. See also Commission Communication, Executive Summary of 
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When evaluating the lawfulness of reverse payments, a discussion and the arguments 

usually relate to competition legislation in the EU and antitrust legislation7 in the US. 

However, the US Supreme Court has created the patent misuse doctrine8 which, quite 

generally speaking, means a patent holder’s improper use of patent rights to expand the 

term or the scope of the patent. In theory, the application of the doctrine does not 

necessarily require an antitrust violation, and it can be applied also in cases where the 

antitrust violation is not relevant.9 However, one could ask whether the patent misuse 

doctrine undermines the legitimate interests of the right holder when there is no 

violation of antitrust legislation? Could a reverse payment constitute patent misuse, and 

could a reverse payment constitute it without violating the antitrust legislation? Reverse 

payments within the EU and in the US, are worthwhile to examine together with the 

patent misuse doctrine which is actually linked to the abuse of rights doctrine widely 

known in the civil law countries. In short, the abuse of rights doctrine, which is also 

known as prohibition of chicane, means that malicious or unfair conduct or acts against 

good faith are not protected by the law. It also supports the principle that the exercise of 

one´s rights could not be relied on to justify intentional harm to another.10  

Both, common law as well as civil law environment recognizes the principle that abuse 

of rights only to harm others is not generally acceptable. The patent misuse doctrine and 

the prohibition of abuse of rights stems from the idea of fairness, equity and good faith, 

                                                      
the Pharmaceutical Sector Inquiry Report (July 8, 2009), 22-23. Available at 
https://ec.europa.eu/competition/sectors/pharmaceuticals/inquiry/staff_working_paper_
part1.pdf.   
7 When discussing on the EU, we should primarily use the term competition law and when 
referring more to the US, we should use the term antitrust law since there are differences 
between the competition policy of the EU and antitrust regulations of the US. For example, 
significant differences can be found between American and European economists in their 
views about market efficiency, the effects of market power, mergers and the like. See 
Aiginger, Karl and others, ‘Do American and European Industrial Organization Economists 
Differ?’ (Review of Industrial Organization 19, Kluwer Academic Publishers, Netherlands, 
2001) 383, 384. 
8 See Motion Picture Patents Co. v. Universal Film Mfg. Co., 243 U.S. 502 (1917).  
9 See also White, Katherine E., ‘A Rule for Determining When Patent Misuse should be 
Applied’ (Fordham Intellectual Property, Media and Entertainment Law Journal, Volume 11 
Issue 3 Article 2, Wayne State University, 2001) 671. The author states that a patent misuse 
and antitrust derived from different theoretical foundations and, for that reason, one should 
not entirely supplant the other. Nevertheless, scholars working within the field of intellectual 
property and patents have quite different opinions on this. 
10 See Lenaerts, Annekatrien ’The General Principle of the Prohibition of Abuse of Rights: A 
Critical Position on Its Role in a Codified European Contract Law’ (European Review of 
Private Law 6, Kluwer Law International BV, 2010) 1121, 1121 and Gambaro, Antonio ’Abuse 
of rights in civil law tradition’ European Review of Private Law 4, Kluwer Law International 
(1995) 561, 561.  

https://ec.europa.eu/competition/sectors/pharmaceuticals/inquiry/staff_working_paper_part1.pdf
https://ec.europa.eu/competition/sectors/pharmaceuticals/inquiry/staff_working_paper_part1.pdf
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even though the two doctrines have evolved in different legal environments, still the basic 

idea behind is the same since the patent misuse doctrine originally evolves from the 

doctrine of unclean hands as well as the public policy underlying patent law.11  

1.2 Research Questions 

This thesis aims to answer three different research questions that are linked to each 

other. A research question provides a path through the research. Carefully formulated 

research questions also support in the creation of a logical argument. The aim of a 

research question is to be a focused question that summarizes the issue that a researcher 

will research. 

First research question of this thesis concerns the relationship between reverse payment 

settlements and the patent misuse doctrine. I will describe the patent misuse doctrine 

and discuss how reverse payment fits into such doctrine. The goal is to evaluate a 

suitability of the patent misuse doctrine to reverse payment settlement cases. I will 

research patent cases within the pharmaceutical industry, and how the courts of the US 

have been interpreting the patent misuse doctrine.   

Secondly, I will research that is there practical situations in which the patent misuse 

doctrine is more appropriate instead of the antitrust analysis in reverse payment patent 

settlement cases. The antitrust analysis is often used in reverse payment patent 

settlement cases because reverse payment settlements may, and sometimes very likely, 

restraint competition. However, in some cases, the patent misuse doctrine could be more 

appropriate when comparing to the antitrust analysis. The goal is to research these 

situations in which the patent misuse doctrine is more appropriate than the antitrust 

analysis. However, it is important to keep in mind that antitrust laws in the US and 

competition legislation in the EU differ from each other.  

Thirdly, I will explore if the patent misuse doctrine would be useful and needed in the 

EU and, in particular, in the Finnish legal system taking also into account that many civil 

law countries recognize the abuse of rights doctrine. The patent system in the EU is based 

on national legislation while there is no unified patent legislation in the EU yet and, 

                                                      
11 White, Katherine E., ‘A Rule for Determining When Patent Misuse should be Applied’ 
(Fordham Intellectual Property, Media and Entertainment Law Journal, Volume 11 Issue 3 
Article 2, Wayne State University, 2001) 672. See the chapter 4 and especially chapter 4.2 
where the doctrine of unclean hands, the patent misuse doctrine and the abuse of rights 
doctrine will be explained in more detail.   
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therefore, the existence of the patent misuse doctrine in the EU level is not possible since 

the doctrine is originally based on patent law.12  

The patent misuse doctrine is not widely known in Europe since the doctrine originates 

from the US, and it might be challenging to place the doctrine into the European judicial 

system but since the abuse of rights doctrine as a similar doctrine with the patent misuse 

already, at least at some level, exists in many civil law countries, the patent misuse 

doctrine could inspire the legal environment in civil law countries with respect to the 

abusive behavior in reverse payment patent settlement cases.  

I will also look at the procedural legislation of Finland regarding the options for defense 

against a patent infringement claim in order to evaluate the necessity of the patent 

misuse doctrine or something similar in the Finnish legal system. Since reverse payment 

settlements do not necessarily violate competition legislation, there might be a need for 

patent misuse defense mechanism in the Finnish legal system as an additional legal tool. 

In addition, proofing the amount of damages in competition cases might be expensive 

and sometimes rather challenging. 

1.3 Methodology and Sources 

Even though, a doctrinal legal method finds itself in an uncertain state, and such 

development has been lamented for being at odds with what legal scholarship should 

really be about. However, in spite of an intense criticism, traditional doctrinal work still 

seems to be the most important type of a research in which legal scholars engage in 

Europe.13 An essential feature for the doctrinal approach is that it adopts an internal 

perspective which means that a doctrinalist places himself inside the legal system, and 

secondly, the law is seen as a system when using the doctrinal approach. In addition, the 

doctrinal approach systematizes the present law. The very first aim of the legal doctrinal 

method is to describe the existing law (lex lata) in a certain field or concerning a certain 

                                                      
12 However, the Unitary Patent system and Unitary Patent Court will possibly supplement 
and strengthen the existing European patent granting system. Unitary patent will make it 
possible to get patent protection in up to 26 EU Member States by submitting a single request 
to the European Patent Office whereas the Unified Patent Court (UPC) is an international 
court which deals with patent infringement and validity cases of Unitary Patents as well as 
European patents putting an end to a parallel litigation as well as enhancing legal certainty. 
See European Patent Office’s official website: https://www.epo.org/law-
practice/unitary.html.  
13 Smits, Jan M., ’What is Legal Doctrine? On the Aims and Methods of Legal-Dogmatic 
Research’ (Maastricht University, Maastricht European Private Law Institute, Working 
Paper No. 2015/ 06, September 2015) 3.  

https://www.epo.org/law-practice/unitary.html
https://www.epo.org/law-practice/unitary.html
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institution in a way that is as neutral and consistent as possible in order to inform the 

readers how the law should be read.14 

Since this thesis strongly relates to patent system, patent legislation as well as the patent 

misuse doctrine, the doctrinal legal method shall be used in this thesis as a method for 

researching the present law and norms, especially concerning pharmaceutical patents 

and the patent misuse doctrine. Competition as well as antitrust legislation shall also 

play an important role. Therefore, the legal doctrinal method is essential in this context.  

Nowadays and in the global environment, comparative law has even more important 

role. The main characteristic of comparative law is an act of comparing the law of one 

country to that of another. The key element of comparative law is examining at the 

certain mass of legal data and its relationship to another, and then assessing how these 

two pieces of legal data are similar and how they possibly differ. Even though, scholars 

have had quite different views on comparative law, they seem to agree that comparative 

legal analysis should not focus merely on legal texts or case law but also on “law in 

action”, including those influences that drive the formation of the law within a culture.15  

While comparative law analysis is widely used in different jurisdictions, scholars 

disagree on whether comparative law is a substantive independent field of law or whether 

it constitutes only a method for comparing the laws of different jurisdictions. The fact 

that comparative law needs objects of comparison, such as different legal systems, 

legislation and cases, and does not directly rely on its own written rules is the main 

reasoning for the objection of comparative law being an independent field of law. Even 

though scholars disagree on the nature of comparative law, they seem to agree on the 

                                                      
14 Smits, Jan M., ’What is Legal Doctrine? On the Aims and Methods of Legal-Dogmatic 
Research’ (Maastricht University, Maastricht European Private Law Institute, Working 
Paper No. 2015/ 06, September 2015) 8. Additionally, doctrinal approach maybe positivist. 
Legal positivism is a general and descriptive theory about law of the type advanced by 
scholars such as John Austin, Hans Kelsen and Alf Ross. However, despite the different 
opinions among scholars, legal positivists agree on three central theses. They accept social 
thesis, which has it that what is law and what is not is a matter of social facts. Secondly legal 
positivists accept that the is no connection between law and morality. Thirdly, they accept 
that the existence of law presupposes that it is effective. See Spaak, Torben, ‘Legal Positivism, 
Law’s Normativity, and the Normative force of Legal Justification’ (Ratio Juris. Vol. 16 No. 4 
December 2003) 469, 472-474.  
15 Eberle, Edward J., ’The Method and Role of Comparative Law’ (Washington University 
Global Studies Law Review, Volume 8 Issue3, January 2009) 451, 451-452 and Dinwoodie, 
Graeme B., ‘Methods and Perspectives in Intellectual Property’ (University of Oxford, 
Edward Elgar Publishing Limited, UK, 2013) 3, 6-9. In the latter one, the comparative law is 
defined in a broad manner as “the comparison of different legal systems of the world”.  
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main objectives of comparative law. Those objectives include an investigation of 

historical, philosophical, economic, social or other issues related to the law and then use 

this information to better understand different legal systems as well as foreign and 

national laws.16 

As noted, comparative legal analysis has an important role in the field of intellectual 

property (IP) law across many jurisdictions, and the importance of understanding 

foreign legal systems is widely recognized by IP practitioners as well as law-makers. 

However, while challenges characterize the comparative law analysis, scholars have a 

possibility to gain specific knowledge on foreign legal systems which in turn translates 

into a more effective policy-making, advocacy as well as legal practice at the national 

level. Lastly mentioned positive side of the comparative legal analysis seems to 

compensate for the challenges created by the need to search for and use foreign legal 

materials, understand foreign languages or navigate possible ambiguities in legal 

translation. With respect to IP law, understanding foreign legal systems has become 

almost a necessity for academics, judges and practitioners.17  

A comparative legal analysis forms an integral part of this thesis on reverse payment 

patent settlements and the patent misuse doctrine because the patent misuse doctrine 

originates from the US, and there is no such doctrine in the EU. This means that I will 

research US patent law as well as case law and legal literature relating to reverse payment 

settlements and patent misuse. I will also compare the US perspective on reverse 

payment patent settlements to the EU perspective and how reverse payment patent 

settlements have been interpreted in these two different jurisdictions. Common law 

system of the US may bring some challenges since such jurisdiction has lots of differences 

compared to civil law system which we have in Finland.  

In addition, a methodology largely determines researcher’s sources. First, the patent 

legislation of Finland as well as the patent legislation of the US will be used as a source 

in this thesis since legislation is the primary source to look into from the perspective of 

the civil law system. Secondly, case law of the US, the EU as well as Finland will be used 

as a source. Especially, case law has an important role in the US since the judicial system 

                                                      
16 Dinwoodie, Graeme B., ‘Methods and Perspectives in Intellectual Property’ (University of 
Oxford, Edward Elgar Publishing Limited, UK, 2013) 8-9.  
17 Dinwoodie, Graeme B., ‘Methods and Perspectives in Intellectual Property’ (University of 
Oxford, Edward Elgar Publishing Limited, UK, 2013) 18-19.  
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of the US is based on common law which means that law is derived from judicial 

decisions of courts or other similar tribunals. When judges rule cases, the courts of the 

US will look to the past precedential decisions and apply legal grounds as well as 

principles that has been established in the previous case law by the relevant courts. Case 

law has also an important role in the civil law jurisdiction in continental Europe since 

court cases give guidance on how to interpret the written law itself. Because of the 

aforementioned, case law will be widely used as a source in this thesis. On top of the 

afore-mentioned sources, national laws and national court decisions of certain European 

civil law countries will be slightly researched as well.  

Additionally, legal literature as well as articles will form an integral part of the sources of 

this thesis. Reverse payment settlements and patent misuse as a topic is rather limited 

and focuses on specific questions of patent law, antitrust legislation and reverse 

payments as a phenomenon in the pharmaceutical industry. Articles may provide more 

specific information on certain questions, and for that reason, articles will be largely 

utilized as a source. 

1.4 Structure and Limitations of Study 

This thesis contains six chapters with subheads. In addition to this chapter, the first 

chapter includes introduction to and background information of the topic which is 

important for the reader in order to understand the context. In addition, the first chapter 

contains information about research questions as well as methodology and sources. The 

second chapter discusses on pharmaceutical patents in more detail because patenting in 

the pharmaceutical industry includes specific characteristics that differ from other 

industries and, for the reader, it is essential to know in order to better understand 

pharmaceutical patenting and the industry itself.  

The third chapter takes a look at one of the core topics of this thesis18 which is reverse 

payment patent settlements as a phenomenon mainly relating to pharmaceuticals. Since 

this phenomenon is known in the US as well as in the EU, relevant cases from both 

geographical locations shall be taken into consideration. However, the focus will be on 

                                                      
18 It can be briefly summarized that this thesis contains three core topics which are reverse 
payment patent settlements in the pharmaceutical industry, the patent misuse doctrine in 
reverse payment patent settlement cases and the patent misuse doctrine in the Finnish legal 
system.  
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the most recent court rulings in the EU level19 while specific EU countries and their 

national judgments on reverse payment patent settlements shall not be taken into 

specific consideration in this chapter since EU countries are obliged to follow EU 

regulations and rulings as well.  

The fourth chapter discusses on the second core topic of this thesis which is the patent 

misuse doctrine as a concept originated from the US. Definition, history and the 

doctrine’s position today shall be presented as well as argumentation on behalf of the 

original patent misuse doctrine’s existence without the antitrust analysis linked into it. 

The fourth chapter also includes an analysis on reverse payment settlements’ position in 

relation to the patent misuse doctrine. The emphasis of this sub-chapter shall be on the 

patent misuse doctrine without the antitrust analysis directly linked to such doctrine. 

However, the patent misuse doctrine with an antirust perspective shall also be discussed 

in order for the reader to understand the definition and the concept of the patent misuse 

doctrine, especially, in relation to reverse payment patent settlements. The chapter four 

largely contains research on the US regulation and case law since the patent misuse 

doctrine originates from the US. However, the end of the fourth chapter contains brief 

discussion about the abuse of rights doctrine which is, in turn, recognized in many civil 

law countries and in which the idea of the prohibition of abuse of rights given by the law 

resembles the original idea of the patent misuse doctrine. Nevertheless, the abuse of 

rights doctrine cannot be researched thoroughly because the main focus of this thesis is 

on the US based patent misuse doctrine, although it is extremely important to 

understand that civil law countries do have something similar regarding the misuse of 

rights given by the law.  

The fifth chapter discusses about the patent misuse doctrine as an affirmative defense in 

reverse payment settlement cases, particularly in the Finnish legal system, and if such 

doctrine could act at least as a source of inspiration for the Finnish patent legislation. 

Current Finnish legislation relating to defense in patent infringement cases will be 

researched and presented as well as compared to the US patent misuse defense 

mechanism. The end of the fifth chapter contains consideration about the added value 

                                                      
19 It is important to notice that nowadays the EU courts have clarified the relationship of EU 
competition law and reverse payment patent settlement agreements and, it is rather clear 
that such settlement agreements shall also be evaluated under EU competition law which is 
applicable and binding to EU Member States. See chapter 3.3 regarding court cases in the 
EU level and reverse payment patent settlement agreements.  
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that the patent misuse doctrine, at least as a source of inspiration, could bring to the 

Finnish legal system, if anything. 

The sixth and the final chapter of this thesis outlines the conclusions of the research and 

aims to answer the research questions based on the results of this specific research. 
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2 A SHORT OVERVIEW OF PHARMACEUTICAL PATENTS  

2.1 Specific Features of the Pharmaceutical Industry 

The pharmaceutical industry is flattered as one of the nation’s leading industrial sectors. 

After ambitious R&D, developed drugs will be sold worldwide and a transfer of 

knowledge within different countries demonstrates the spill-over effect by which 

decisions made, for example in the US, Europe and Japan, the regions where most new 

pharmaceuticals are developed, affects other nations. The pharmaceutical industry has 

become an international leader in transforming basic science into readily available 

consumer goods that are sought all over the world. One cannot deny that the 

pharmaceutical industry is definitely unique in many ways and, an uncommon nature of 

such industry creates certain dilemmas in public policy. An efficiency of health system 

will be increased whenever outcomes are produced at minimum cost to society. 

Therefore, a society is better off if payment and regulatory decisions are designed to 

encourage a use of resources in the most cost-effective way.20  

The foundation of the pharmaceutical industry relies on its R&D. Especially in the US, 

pharmaceuticals are one of the economic and technology success stories of the twentieth 

century. Expenditures on prescribed drugs annual rate has grown substantially in the US 

since the 1980s. The global market for pharmaceutical products was estimated to have 

value of 406 billion dollars in 2002. The US, EU and Japan account for 80% of this 

market while the rest of the world’s nations combined represent only 20% of the 

market.21 As we will later see, the patent protection and a quite encouraging environment 

for R&D in the US as well as in the EU have a strong basis in patent system but a system 

for patenting pharmaceuticals is not flawless neither in the US nor in the EU.  

In addition, drug manufacturers’ expectations on future revenues have an impact on 

decisions regarding R&D. Such expectations are shaped by the conditions affecting the 

potential demand for each drug. For example, the size of the drug’s market, its price and 

the amount of competition expected from other manufacturers are the conditions that 

have an impact on decisions with respect to R&D. The greater the expected revenue is 

from a prospective new drug, the more willing a drug manufacturer will be to invest to 

                                                      
20 Schweitzer, Stuart O., ’Pharmaceutical Economics and Policy’ (Oxford University Press, 
Second Edition, New York, 2007) 3-5.  
21 Schweitzer, Stuart O., ’Pharmaceutical Economics and Policy’ (Oxford University Press, 
Second Edition, New York, 2007). 5 and Lehman, Bruce, ’The Pharmaceutical Industry and 
the Patent System’ (Intellectual Property Institute, 2007) 8-12.  
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develop it. Companies’ total expenditures of R&D costs depend on the number of 

projects, their duration, the probability of failure, and financing costs that can be effected 

by the revenue growth.22  

The field of pharmaceutical inventions is one of the core areas of patent law. Innovating 

companies often struggle with long and strong industrial property protection. They use 

patent as relevant tools in order to generate market exclusivity. There is also a wide 

consensus that sound legislative policy reasons demand that patent law should pursue 

its goal of promoting innovation in order to assist the further development of new 

pharmaceutical products. On the other hand, profit making of pharmaceutical 

companies may create conflicts with society’s aims to provide affordable medicines to 

patients.23 

2.2 Patenting in the Pharmaceutical Industry 

Originator companies regularly procure patents on their innovative medications. 

According to the Agreement on Trade-Related Aspects of Intellectual Property Rights 

(TRIPS) article 27, patents shall be available for any inventions, whether products or 

processes, in all fields of technology, provided that they are new, involve an inventive 

step as well as are capable of industrial application. TRIPS applies to all World Trade 

Organization’s (WTO) Members in which Finland is also a member state. This means 

that both, product patents as well as process (method) patents, are available for 

pharmaceuticals in the Finnish legal system.24  

In the US, the types of patents commonly used to secure inventions slightly distinct from 

the ones in Finland and in the EU. Utility patents may be granted to anyone who invents 

or discovers a new and useful process, machine, article of manufacture, or composition 

                                                      
22 Mancuso, David A. and Grenada, Isobel M., ’Pharmaceutical Industry: Innovation and 
Development’ (Nova Science Publishers Inc., New York, 2011) 91 and 95.  
23 Moufang, Rainer, ’Patentability of Pharmaceutical Innovations: the European Perspective’ 
in ’Pharmaceutical Innovation, Competition and Patent Law – A Trilateral Perspective’ 
(2013) Edited by Drexl, Josef and Lee, Nari, Edward Elgar Publishing Limited, United 
Kingdom. 54. 
24 However, before TRIPS special rules applied in many countries for inventions of a new 
chemical compound useful as a pharmaceutical. A concern for public health often lead to the 
conclusion that patents for medicines were contrary to public policy, and that medicines 
could be cheaper they could not be patented. See Grubb, Philip W. and Thomsen, Peter R., 
’Patents for Chemicals, Pharmaceuticals and Biotechnology – Fundamentals of Global 
Law, Practice and Strategy’ (Fifth Edition, Oxford University Press, New York 2010) 78.  
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of matter, or any new and useful improvement thereof.25 Typically, drug discovery in a 

research institution begins with a discovery of a new biological mechanism of action 

underlying a disease and once a biological pathway is identified for a disease, biologists 

develop in vitro26 assays for testing the activity of compounds in such biological 

pathways, and usually chemists synthesize new compounds for testing in those assays. 

In this phase, it is rather usual to claim a method of treating the underlying disease using 

all molecules that are active in the in vitro assay. Generally, these patents resulting from 

this phase are not effective to prevent generic competition because, typically, they expire 

already long before the compound patent for a particular drug expires. However, they 

can be still asserted against other drug companies developing other molecules in the 

particular class. Nevertheless, validity of these patents can be questioned. Can these 

kinds of patents validly claim compounds not yet discovered or, whether, the patent 

should be limited only to those compounds particularly described in the patent?27 

In the US, when a pharmaceutical company finds a useful compound, it typically files a 

compound patent that gives a strong basis for patent protection. Patents that claim new 

compounds are rarely found invalid and, therefore, they may provide an effective 

                                                      
25 See U.S. Patent Act, Part II, Chapt. 10, Sect. 101 and United States Patent and Trademark 
Office official website where it is stated that, in addition to utility patents, there are design 
patents that may be granted to anyone who invents a new, original and ornamental design 
for an article of manufacture and plant patents that may be granted to anyone who invents 
or discovers and asexually reproduces any distinct and new variety of plant.  
https://www.uspto.gov/patents-getting-started/general-information-concerning-
patents#heading-3.  
26 In vitro refers to studies that are performed with microorganisms, cells and biological 
molecules outside their normal biological context. In other words also known as ”test-tube 
experiments”. See Bank of Finnish Terminology in Arts and Sciences 
http://tieteentermipankki.fi/wiki/Mikrobiologia:in_vitro as well as Cambridge Dictionary 
https://dictionary.cambridge.org/dictionary/english/in-vitro.   
27 Sullivan, Clark G. and Kline, Michael J., ’Introduction to Patentability in Drug 
Development’ (Future Science Ltd., London, 2016) 22-23. See also case University of 
Rochester v. G.D. Searle & Co., Case No. 03-1304 (Fed. Cir., Feb. 13, 2004) that concerns a 
”written description requirement” and the threshold for description purposes. The court 
held that there is no evidence that ”the ordinarily skilled artisan would be able to identify any 
compounds based on the patent’s vague functional description”. Eventually, the court held 
that the absent a disclosure of what compounds would have the desired characteristics if 
selectively inhibiting COX-2, ”the claimed methods cannot be said to have been described”. 
See also website of the United States Patent and Trademark Office 
https://www.uspto.gov/web/offices/pac/mpep/s2163.html in which it is stated that, among 
other things, to satisfy the written description requirement, a patent specification must 
describe the claimed invention in sufficient detail that one skilled in the art can reasonably 
conclude that the inventor had possession of the claimed invention and that the invention 
solely described in terms of a method of making and/ or its function may lack written 
descriptive support where there is no described or art-recognized correlation between the 
disclosed function and the structure(s) responsible for the function.  

https://www.uspto.gov/patents-getting-started/general-information-concerning-patents#heading-3
https://www.uspto.gov/patents-getting-started/general-information-concerning-patents#heading-3
http://tieteentermipankki.fi/wiki/Mikrobiologia:in_vitro
https://dictionary.cambridge.org/dictionary/english/in-vitro
https://www.uspto.gov/web/offices/pac/mpep/s2163.html
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protection against competitors. Usually, when a generic manufacturer tries to challenge 

a compound patent, it characteristically aims to find a similar compound in the prior art 

and argues that it would have been obvious to modify such compound to arrive at the 

claimed compound. This can be called as a “lead compound analysis”, although, this 

rarely is successful because it requires the new compound to be obvious.28  

Additionally, a drug manufacturer may apply a patent for an analytical method, although 

these patents are always subject to obviousness challenge and there is large controversy 

whether these kinds of patents are even enforceable.29 However, all inventions, including 

pharmaceuticals, must comply with the patentable statutory subject matter and utility 

requirements stated in the valid patent law to be able to receive effective patent 

protection. Nevertheless, it might be rather difficult to apply and receive patent 

protection in the most efficient way in real life with respect to different molecules, 

compounds and methods. Some of the patents of drug manufacturers are stronger than 

others and this might also encourage market entry of generic manufacturers.  

In Finland, according to the Finnish Patents Act (15.12.1967/ 550) § 2 (1), patents may 

only be granted for inventions which are new in relation to what was known before the 

filing date of the patent application, and which also involve an inventive step with respect 

thereto. In addition, the invention must be susceptible of industrial application. All these 

requirements stated in the valid patent law are applicable to pharmaceutical patents as 

well. Nowadays, it is possible to apply a product patent as well as a process patent for 

pharmaceuticals.30 A product patent protects the end-product itself as well as the method 

                                                      
28 Sullivan, Clark G. and Kline, Michael J., ’Introduction to Patentability in Drug 
Development’ (Future Science Ltd., London, 2016) 22-24. See also the case Procter & 
Gamble Co. v. Teva Pharmaceuticals USA, Inc., Nos. 08-1404, -1405, -1406 (Fed. Cir. May 
13, 2009) in which the Federal Circuit affirmed a District Court’s decision rejecting Teva’s 
obviousness challenge. Procter & Gamble challenged Teva for infringement of the ‘122 patent 
after Teva notified Procter & Gamble that it was planning to market risedronate. Especially, 
Procter & Gamble alleged that Teva’s proposed drug infringed claim 4 of the 122’ patent for 
the compound risedronate, and claim 23 for methods of treating diseases using risedronate. 
Teva argued that the Procter & Gamble’s patent was invalid for the reasons of obviousness. 
The Court wrote that an obviousness argument based on structural similarity between 
claimed and prior art compounds depends on a preliminary finding that one of ordinary skill 
in the art would have selected as a lead compound. The Court disagreed with Teva’s 
arguments and concluded from the evidence that a person of ordinary skill in the art would 
not have identified 2-pyr EHDP to create risedonate as a lead compound for the treatment of 
osteoporosis. 
29 Sullivan, Clark G. and Kline, Michael J., ’Introduction to Patentability in Drug 
Development’ (Future Science Ltd., London, 2016) 33.  
30 Before 1st of January 1995 there was a prohibition to patent products with respect to 
pharmaceuticals in Finland. Such prohibition led to the registrations of so called analogy 
process patents. An analogy process patent means a patent that is covered by the claims that 
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behind the product. Until 1st of January 1995, product patent protection for drugs was 

not allowed according to Finnish legislation and only a process patent was available for 

drugs. However, before 1995, the problem was that a process patent only protects the 

process itself and not the end-product and, therefore, a drug that is protected with a 

process patent can be manufactured via different process, although an end-product is 

the same as the product already manufactured. Therefore, patent protection offered by a 

product patent is much more effective than a process patent alone.31  

Despite the rule stated in the Finnish Patents Act (550/ 1967) § 2 (1) requiring that an 

invention should be new, it shall not prevent grant of patents for known substances or 

compositions for use in method referred in § 1 (3)32, provided that the use of the 

substance or composition is not known for this particular method. This ruling in the 

Finnish Patents Act (550/ 1967) refers to the second medical indication which means a 

situation where it has been found that a known pharmaceutical can be used for the 

treatment of a new disease e.g. when a pharmaceutical has proved to have previously 

unknown indication or use.33  

Second medical indications may also be called as ‘secondary’ patent applications that 

cover specific formulations of the active substances, their presentation forms or their 

production processes based on the principal patents. These ‘secondary’ patent 

applications raise a lot of discussion and different opinions whether they could form a 

cluster or even encircle the principal patent.34 With respect to the second medical use, it 

                                                      
include one or more formerly known production processes. This enables a production of a 
product that is new and has spontaneous as well as precious features. See Bruun, Niklas and 
Norrgård, Marcus, ’Analogiamenetelmäpatentin suojapiiri. Osa 1.’ (Lakimies 5/2007) 679, 
679.  
31 Of course, the claims of the patent application determines the scope of the patent. See 
Finnish Patents Act (550/ 1967), Chapter 4, § 39.   
32 According to the Finnish Patent Act (550/ 1967) § 1 (3), methods for surgical or therapeutic 
treatment or diagnostic methods, practiced on humans or animals, shall not be regarded as 
inventions. This provision shall not, however, preclude the grant of patents for products, 
including substances and compositions, for use in any of these methods. 
33 HE 92/2005 vp. 34-35. The European Patent Convention, Article 54(5) also recognizes the 
patentability of further medical indications of known drugs and that the novelty provisions 
do not exclude the patentability of any substance or composition for any specific use in a 
method provided that such use is not comprised in the state of the art. See also Domeij, Bengt, 
’Pharmaceutical Patents in Europe’ (Kluwer Law International and Norstedts Juridik AB, 
Stockholm, 2000). 181. Domeij also points out that one of the most debated issues of patent 
law in Europe during the 1980’s was whether the second medical indication could be 
patented at all.  
34 Ullrich, Hanns, ’Strategic patenting by the pharmaceutical industry: towards a concept of 
abusive practices of protection’ in ’Pharmaceutical Innovation, Competition and Patent Law 
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might be rather challenging to define the line between patentable use for a new purpose 

and non-patentable mere discovery of a mechanism of action for a known use. According 

to the case law in the EU, a relevant factor when locating the boundaries between non-

patentable second medical indication and patentable second medical indication, is 

whether a newly identified mechanism of action includes the treatment of a new group 

of patients or a totally new clinical circumstance.35   

As we may notice, there are differences between product and process patents in the 

pharmaceutical sector as a product claim relates to the characteristics of a physical entity 

(e.g. composition) and a process claim relates to the production process. Process claims 

are typically concerned with methods for the preparation of a pharmaceutically active 

agent or intermediates while process patents can be of significant commercial 

importance to an originator company as well as to a generic manufacturer.36 

Nevertheless, the legislative basis for pharmaceutical patents relies on national patent 

laws that, in the EU, are mostly harmonized by international as well as EU treaties. In 

addition, patent laws have always had a complicated relationship with competition law, 

and there are lots of different views on interplay between patent system and competition 

legislation. 

It is also possible to receive an SPC for pharmaceutical products in the EU. In short, the 

SPC is meant to compensate all the comprehensive and time-consuming investigations 

conducted by pharmaceutical companies in order to find out whether their products are 

safe for users and the environment. Generally, all the investigations conducted by 

pharmaceutical companies can take up a large part of the patent term while the period 

of effective patent protection is insufficient to cover the actual investment put into the 

research. Therefore, it is possible to extend the patent term by applying an SPC for 

patents relating to medicinal products.37 An SPC would be granted so as to take effect 

                                                      
– A Trilateral Perspective’ (2013) Edited by Drexl, Josef and Lee, Nari, Edward Elgar 
Publishing Limited, United Kingdom. 244-245. 
35 Moufang, Rainer, ’Patentability of pharmaceutical innovations: the European Perspective’ 
in ’Pharmaceutical Innovation, Competition and Patent Law – A Trilateral Perspective’ 
(2013) Edited by Drexl, Josef and Lee, Nari, Edward Elgar Publishing Limited, United 
Kingdom. 70-71.  
36 Commission Communication, Executive Summary of the Pharmaceutical Sector Inquiry 
Report (July 8, 2009) - Annexes to Chapter B - Part III (Annex to Chapter B.2.1: Claim 
Types) 599, 599-602. Available at 
https://ec.europa.eu/competition/sectors/pharmaceuticals/inquiry/staff_working_paper_

part2.pdf.  
37 See Finnish Patent and Registration Office’s official website on SPC’s: 
https://www.prh.fi/en/patentit/applyforanationalpatentinfinland/maintainyourpatent/su

https://ec.europa.eu/competition/sectors/pharmaceuticals/inquiry/staff_working_paper_part2.pdf
https://ec.europa.eu/competition/sectors/pharmaceuticals/inquiry/staff_working_paper_part2.pdf
https://www.prh.fi/en/patentit/applyforanationalpatentinfinland/maintainyourpatent/supplementaryprotectioncertificatesspc.html
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upon expiry of a patent and would be of limited scope, covering only a marketed 

pharmaceutical product for which regulatory approval had been obtained. Even though, 

SPC’s are covered by the EU regulation38, they are national rights that shall be applied 

on a country-by-country basis.39 Chapter 9a of the Finnish Patents Act (550/ 1967) 

regulates SPC’s, and according to the Finnish Patents Act (550/ 1967) § 70 b, applications 

for SPC’s shall be filed with the National Board of Patents and Registration of Finland. 

In addition, and according to the Finnish Patents Act (550/ 1967) § 70 d, the SPC grants 

same rights than the original patent.  

However, I will not discuss further on general requirements on patentability of 

pharmaceuticals since the limited length and scope of this thesis. However, problematic 

of the second medical use remains important part of the thesis since it closely relates to 

reverse payment settlements, and such an activity will be presented later in more detail. 

In the following chapter, I will discuss on reverse payment settlements, also known as 

“pay-for-delay settlements”, in the pharmaceutical industry. 

                                                      
pplementaryprotectioncertificatesspc.html and Council Regulation (EC) No 469/2009 of the 
European Parliament and of the Council of 6 May 2009 concerning the supplementary 
protection certificate for medicinal products (codified text of the original Council Regulation 
(EEC) No 1768/92 concerning the creation of a supplementary protection certificate for 
medicinal products), Preamble, Sections 3-5. 
38 Council Regulation (EC) No 469/2009 of the European Parliament and of the Council of 6 
May 2009 concerning the supplementary protection certificate for medicinal products 
(codified text of the original Council Regulation (EEC) No 1768/92 concerning the creation 
of a supplementary protection certificate for medicinal products); Regulation (EU) 2019/933 
of the European Parliament and of the Council of 20 May 2019 amending Regulation (EC) 
No 469/2009 concerning the supplementary protection certificate for medicinal products 
and Regulation (EC) No 1610/96 of the European Parliament and of the Council concerning 
the creation of a supplementary protection certificate for plant protection products.  
39 Grubb, Philip W. and Thomsen, Peter R., ’Patents for Chemicals, Pharmaceuticals and 
Biotechnology – Fundamentals of Global Law, Practice and Strategy’ (Fifth Edition, 
Oxford University Press, New York 2010) 173 and Lehman, Bruce, ‘The Pharmaceutical 
Industry and the Patent System’ (2003) 7. See also Finnish Patent and Registration Office’s 
official website on SPC’s: 
https://www.prh.fi/en/patentit/applyforanationalpatentinfinland/maintainyourpatent/su
pplementaryprotectioncertificatesspc.html. 

https://www.prh.fi/en/patentit/applyforanationalpatentinfinland/maintainyourpatent/supplementaryprotectioncertificatesspc.html
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32009R0469
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32009R0469
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32009R0469
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:31992R1768
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:31992R1768
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:31992R1768
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32009R0469
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32009R0469
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:31992R1768
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:31992R1768
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=uriserv%3AOJ.L_.2019.153.01.0001.01.ENG&toc=OJ%3AL%3A2019%3A153%3ATOC
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=uriserv%3AOJ.L_.2019.153.01.0001.01.ENG&toc=OJ%3AL%3A2019%3A153%3ATOC
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=uriserv%3AOJ.L_.2019.153.01.0001.01.ENG&toc=OJ%3AL%3A2019%3A153%3ATOC
https://www.prh.fi/en/patentit/applyforanationalpatentinfinland/maintainyourpatent/supplementaryprotectioncertificatesspc.html
https://www.prh.fi/en/patentit/applyforanationalpatentinfinland/maintainyourpatent/supplementaryprotectioncertificatesspc.html
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3 REVERSE PAYMENT PATENT SETTLEMENTS – ‘PAY FOR 
DELAY’ 

 

3.1 Background 

What do ‘pay for delay’ settlements mean, and what is the logic behind these 

settlements?  Usually, pharmaceutical originator companies file a lot of patent 

applications for the protection of their pharmaceutical inventions and in order to prevent 

generic competition during a certain period of time which basically means a duration for 

the patent protection stated in the applicable patent legislation. When an originator 

company begins to consider filing a patent application for the first time to a specific 

pharmaceutical invention, usually these applications will be concerned with active 

molecules and are referred to as ‘primary’ patents because those patents relate to the first 

patents for the active molecules. Later, further patent applications will be made for other 

aspects of these active molecules, such as different dosage forms or for particular 

pharmaceutical formulations. These kinds of patents and patent applications are usually 

referred to as ‘secondary’ patents. Naturally, some of the patents of originator companies 

are weaker than others, and generally the weaker ones are the ‘secondary’ patents that 

usually invent around to the ‘primary’ patent of an originator company while ‘primary’ 

patents mainly offer strong patent protection.40  

Generic manufacturers specialize in manufacturing and selling compounds for which 

any patent protection has expired. Usually, there is intense competition between generic 

manufacturers to be the first on the market with a generic copy after the patent on an 

innovative drug expires. However, in order to do this, activities by generic manufacturers 

are often undertaken prior to a patent expiry that a patentee might consider to be 

infringements. Therefore, there are consequently legal conflicts between originator 

companies and generic manufacturers.41 

In practice, it is unusual for a basic patent on a marketed product to be challenged by 

generic competitors but once, this has expired, an originator company usually relies on 

                                                      
40 Commission Communication, Executive Summary of the Pharmaceutical Sector Inquiry 
Report (July 8, 2009) 50-51. Available at 
https://ec.europa.eu/competition/sectors/pharmaceuticals/inquiry/staff_working_paper_
part1.pdf.  
41 Grubb, Philip W. and Thomsen, Peter R., ’Patents for Chemicals, Pharmaceuticals and 
Biotechnology – Fundamentals of Global Law, Practice and Strategy’ (Fifth Edition, Oxford 
University Press, New York 2010) 427. 

https://ec.europa.eu/competition/sectors/pharmaceuticals/inquiry/staff_working_paper_part1.pdf
https://ec.europa.eu/competition/sectors/pharmaceuticals/inquiry/staff_working_paper_part1.pdf
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so called, ‘life cycle-management’ (LCM) patent that covers salt or crystal forms, galenic 

formulations, uses, or other subsidiary aspects. These kinds of patents are often 

somewhat weak. One reason for weakness of these kinds of patents is that the exact scope 

of protection that they give may not be clear and, therefore, these patents are often 

subject of litigation proceedings, particularly in the US.42   

Originator companies’ somewhat weak patents are also known as ‘secondary’ patents or 

sometimes ‘evergreening’ that are terms for patents directed to new developments or 

improvements of a subject matter of an original product. But if the only reason for these 

‘secondary’ patents is to stop generic sales of a drug, this is something that is difficult to 

justify by any reasonable interpretation of patent law.43 While these ‘secondary’ patents 

may extend the protection period of an original drug, but on the other hand, these 

patents may be weak and success of an infringement suit against generic manufacturer 

may be unclear. If a generic manufacturer happens to know that an originator company 

only has these so called weak patents left, they may try to enter the market even with a 

threat of infringement litigation since they have a possibility to countersue an originator 

company by starting an invalidity action that can be successful, especially regarding weak 

patents.   

An originator company may face with a tedious litigation marathon and the risk of losing 

its patents, it may try to settle a probable dispute with the alleged infringer. Originator 

companies may be aware of the fact that their patents are not that strong at the moment 

– for example only ‘secondary’ patents left. Unconventionally, instead of receiving any 

compensation from the generic manufacturer, that in this case is an alleged infringer, an 

originator company pays an alleged infringer to stay out of the market until patents 

expire. A generic manufacturer receives a payment in return for its agreement not to 

make, use or sell the allegedly-infringing generic drug during a certain time period. The 

                                                      
42 Grubb, Philip W. and Thomsen, Peter R., ’Patents for Chemicals, Pharmaceuticals and 
Biotechnology – Fundamentals of Global Law, Practice and Strategy’ (Fifth Edition, Oxford 
University Press, New York 2010) 427.  
43 Grubb, Philip W. and Thomsen, Peter R., ’Patents for Chemicals, Pharmaceuticals and 
Biotechnology – Fundamentals of Global Law, Practice and Strategy’ (Fifth Edition, Oxford 
University Press, New York 2010) 428 and Sullivan, Clark G. and Kline, Michael J., 
’Introduction to Patentability in Drug Development’ (Future Science Ltd., London, 2016) 
118-119.   
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nature of these settlements may be seen as unusual since a payment goes to a patent 

infringement plaintiff to a patent infringement defendant.44 

Terms of the settlements may vary from case to case but often these settlements include 

a payment, although, sometimes together with supply of a product. Reverse payments 

may be an attractive option for both parties – generic manufacturers as well as originator 

companies – since generic manufacturers may receive better profits from an originator 

company than from market entry with their own products. By reaching a settlement 

agreement prior to a court may invalidate the patent, the patent continues to generate 

monopoly profits that the originator company and the generic manufacturer can divide 

between them. In addition, originator’s valid patent can be seen important for a generic 

manufacturer also because it protects a generic against other competing generic 

manufacturers. On the other hand, there is a possibility that a generic manufacturer 

proves that the patent of an originator company is invalid and may enter the market with 

its generic product.45 This may be the case especially with weak ‘secondary’ patents.  

Next, I am going to discuss on reverse payment settlements in the US as well as in the 

EU separately because it is crucial to understand how these settlements appear, and for 

what reasons pharmaceutical companies conclude these settlements. A legislative basis 

is rather different when comparing the US and the EU to each other, and it is important 

to understand different aspects of these two diverse jurisdictions.  

3.2 Reverse Payment Settlements in the US 

Reverse payment settlements have been more common phenomenon in the US than in 

the EU. There have been a number of cases within the last couple of years in which an 

originator company has concluded an agreement with a generic in which the generic 

manufacturer agrees to not enter the market with its generic product in exchange for a 

monetary payment. There have been many antitrust cases before the US courts to 

                                                      
44 Wang, Zhenghui, ’Reanalyzing Reverse-Payment Settlements: A solution to the Patentee’s 
dilemma’ (Cornell Law Review, Volume 99, Issue 5 July 2014, Article 5) 1227, 1228 and Ingle, 
Cory J., ’Reverse Payment Settlements: A Patent Approach to defend the Argument for 
Illegality’ (I/S: A Journal of Law and Policy for the Information Society, Vol 7:2, 2012) 503, 
504.  
45 Grubb, Philip W. and Thomsen, Peter R., ’Patents for Chemicals, Pharmaceuticals and 
Biotechnology – Fundamentals of Global Law, Practice and Strategy’ (Fifth Edition, Oxford 
University Press, New York 2010) 500 and Geradin, Damien; Ginsburg, Douglas and Safty, 
Graham, ’Reverse Payment Patent Settlements in the European Union and the United States’ 
George Mason Legal Studies Research Paper No. LS 15-22; George Mason; George Mason 
Law & Economics Research Paper No. 15-38. (2015) 3.  
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challenge these agreements but the status of these reverse monetary payments still 

remains unclear in the US judicial system.46  

3.2.1 Hatch-Waxman Act – A New Phase in the Pharmaceutical Industry 

Reverse payment settlements are quite common under the Drug Price Competition and 

Patent Term Restoration Act of 198447, informally known as the Hatch-Waxman Act. The 

Hatch-Waxman Act was negotiated to balance two potentially competing policy interests 

such as pioneering development of pharmaceutical methods and formulations as well as 

facilitating efficient transition to market with cheaper generic copies of those pioneering 

inventions at the end of the patent term. It allows generic manufacturers to shorten the 

lengthy process required to approve a drug.48 

A pioneer drug manufacturer files a New Drug Application (NDA) for all pioneer drugs 

that they hope to have approved by the US Food and Drug Administration (FDA) and 

along with a filing of an NDA, an originator company must list in the Orange Book49 all 

patents which may be interfered with by a generic manufacturer in an attempt to create 

a bioequivalent drug that means a drug which is similar but not identical to another drug 

in various chemical properties and a generic drug must be a bioequivalent of an 

originator company’s drug to be eligible for an Abbreviated New Drug Application 

(ANDA).50  

                                                      
46 Grubb, Philip W. and Thomsen, Peter R., ’Patents for Chemicals, Pharmaceuticals and 
Biotechnology – Fundamentals of Global Law, Practice and Strategy’ (Fifth Edition, Oxford 
University Press, New York 2010) 499 -500.  
47 Pub. L. No. 98-417, 98 Stat. 1585 (1984) (codified at 21 U.S.C. §§ 355, 360cc; 35 U.S.C. §§ 
156, 271), as amended by the Medicare Prescription Drug Improvement and Modernization 
Act of 2003, Pub. L. No. 108-173, 117 Stat. 2066, (2003).  
48 Ingle, Cory J., ’Reverse Payment Settlements: A Patent Approach to defend the Argument 
for Illegality’ (I/S: A Journal of Law and Policy for the Information Society, Vol 7:2, 2012) 
503, 512 and Clancy, Michael; Geradin, Damien and Lazerow, Andrew, ’Reverse-payment 
patent settlements in the pharmaceutical industry: An analysis of US antitrust law and EU 
competition law’ (October 27, 2013) Available at SSRN: 
https://papers.ssrn.com/sol3/papers.cfm?abstract_id=2345851.  
49 The Orange Book means a book formally known as an ”Approved Drug Products with 
Therapeutic Equivalence Evaluations” that identifies drug products approved on the basis 
of safety and effectiveness by the FDA under the Federal Food, Drugs, and Cosmetic Act 
and related patent and exclusivity information. For more information, see FDA’s official 
website: https://www.fda.gov/Drugs/InformationOnDrugs/ucm129662.htm.  
50 See the US regulation concerning NDA and ANDA in Section 21 of the CFR (Federal Food, 
Drug and Cosmetic Act) Part 314. See also Ingle, Cory J., ’Reverse Payment Settlements: A 
Patent Approach to defend the Argument for Illegality’ (I/S: A Journal of Law and Policy for 
the Information Society, Vol 7:2, 2012) 503, 512.   
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In the US, a company that wishes to launch a new drug on the market that has not 

previously been approved by the FDA must file an NDA with the FDA for the 

demonstration that a drug is safe and effective for its intended use. Instead, if a generic 

drug manufacturer wishes to market a generic version of the pioneer drug that has 

previously been approved by the FDA, a generic manufacturer may follow abridged 

approval process by filing an ANDA in which an applicant must demonstrate, among 

other things, bioequivalence of a generic copy with a pioneering drug. A safety and 

effectiveness data is not required from an ANDA applicant, unlike from an NDA 

applicant. Actually, an ANDA applicant may rely on an approval of an NDA applicant’s 

drug and, therefore, the process for an ANDA applicant requires much less effort from a 

generic manufacturer than the NDA process from an originator company. In addition, 

generic manufacturer that files an ANDA do not need to go through clinical trials as 

would an NDA applicant. For a company, clinical trials are especially lengthy and costly 

as well. The only thing that a generic manufacturer has to prove is a bioequivalence 

between a pioneer drug and a generic drug.51  

When a generic manufacturer files its ANDA, it must make a certification to each patent 

listed in the Orange Book for the reference drug. Such certification offers four options to 

a generic manufacturer such as that patent information of an originator has not been 

filed, a patent of an originator company has expired, certifying the date on which a patent 

of an originator will expire or that an originator’s patent is invalid or will not be infringed 

by the manufacture, use, or sale of a new drug for which the application is submitted. 

The most compelling option for a generic manufacturer is to file a certification that 

alleges originator’s patent invalid or not infringed. This provision on a certification made 

by a generic manufacturer offers a special reward in return for a challenge of patent’s 

validity to the first generic manufacturer. This option for a generic manufacturer offers 

a 180-day exclusivity period to the first generic manufacturer to file under the rule that 

allows a generic manufacturer to certify that originator’s patent is invalid or will not be 

infringed. Such exclusivity period prevents other generic manufacturers’ right to market 

                                                      
51 Clancy, Michael; Geradin, Damien and Lazerow, Andrew, ’Reverse-payment patent 
settlements in the pharmaceutical industry: An analysis of US antitrust law and EU 
competition law’ (October 27, 2013) 3, Available at SSRN: 
https://papers.ssrn.com/sol3/papers.cfm?abstract_id=2345851 and Ingle, Cory J., ’Reverse 
Payment Settlements: A Patent Approach to defend the Argument for Illegality’ (I/S: A 
Journal of Law and Policy for the Information Society, Vol 7:2, 2012) 503, 512-513.  
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their generic versions of a drug for 180 days after the first generic drug is 

commercialized, or until originator’s patent is invalidated or held not infringed.52 

The Hatch-Waxman Act holds a profitable incentive to the first generic manufacturer 

that files an ANDA with a certification that originator’s patent is invalid or will not be 

infringed since the first filer receives a 180-day exclusivity period during which the FDA 

will not approve subsequent ANDA applications. According to the Hatch-Waxman Act, 

if a patent holder files a patent infringement suit within forty-five days after receiving a 

notice of a certification that originator’s patent is invalid or will not be infringed from a 

generic manufacturer, the FDA must stay an approval of generic manufacturer’s ANDA 

until the earlier of a) thirty months or b) a court decision that a patent is invalid or not 

infringed.53  

As we see, the Hatch-Waxman Act builds an exquisite incentive structure. A generic 

manufacturer as the ANDA filer faces some financial risks in respect of litigation because 

the thirty-day period allows parties to litigate before a generic drug actually hits the 

market and, despite of the outcome of court proceedings, a generic will not be subject to 

damages. In addition, an originator company may face massive consequences. In case a 

generic manufacturer wins a dispute, an originator loses a large part of the market 

share54. Therefore, the consequences to an originator of losing a so called “Hatch-

                                                      
52 Clancy, Michael; Geradin, Damien and Lazerow, Andrew, ’Reverse-payment patent 
settlements in the pharmaceutical industry: An analysis of US antitrust law and EU 
competition law’ (October 27, 2013) 2, Available at SSRN: 
https://papers.ssrn.com/sol3/papers.cfm?abstract_id=2345851 and Ingle, Cory J., ’Reverse 
Payment Settlements: A Patent Approach to defend the Argument for Illegality’ (I/S: A 
Journal of Law and Policy for the Information Society, Vol 7:2, 2012) 503, 513. See also 21 
U.S.C. § 355(j)(2)(A)(vii)(IV). 
53 Clancy, Michael; Geradin, Damien and Lazerow, Andrew, ’Reverse-payment patent 
settlements in the pharmaceutical industry: An analysis of US antitrust law and EU 
competition law’ (October 27, 2013) 3, Available at SSRN: 
https://papers.ssrn.com/sol3/papers.cfm?abstract_id=2345851. See also Ohly, Christopher 
D., ’The Hatch-Waxman Act: Prescriptions for Innovative and Inexpensive Medicines’ 
(Spring 2010, First presented at the American Intellectual Property Law Associations’ 
(AIPLA) 2010 Spring meeting) 14, in which it is stated that when a generic firm makes a 
certification that the originator’s patent is invalid or will not be infringed, it is seeking a 
market entry prior to patent expiration. After the certification, the pioneer drug company has 
forty-five days to initiate a patent infringement suit. Typically, pioneer drug companies 
pursue litigation that triggers a thirty-month stay that prevents FDA approval of the ANDA.   
54 In the United States, many states have automatic substitution laws based on the Orange 
Book which means that a patient will automatically receive a generic version of the drug once 
it is available. See Clancy, Michael; Geradin, Damien and Lazerow, Andrew, ’Reverse-
payment patent settlements in the pharmaceutical industry: An analysis of US antitrust law 
and EU competition law’ (October 27, 2013) 4, Available at SSRN: 
https://papers.ssrn.com/sol3/papers.cfm?abstract_id=2345851.  

https://papers.ssrn.com/sol3/papers.cfm?abstract_id=2345851
https://papers.ssrn.com/sol3/papers.cfm?abstract_id=2345851
https://papers.ssrn.com/sol3/papers.cfm?abstract_id=2345851


 24 

Waxman action” may be extremely crucial especially if an originator is a small company 

with a few products.55 

Although, some changes have been made to the Hatch-Waxman Act, such changes have 

not cured all the problems that the Hatch-Waxman Act has brought. For example, under 

the new provisions enacted in 2003, a general applicant gains 180 days of exclusivity 

beginning on the date of first commercial marketing unless an applicant fails to market 

a drug within 75 days of approval or within 30 months after submission of the ANDA, or 

an applicant fails to market a drug within 75 days after any court decision on each of the 

patents that earned an applicant competence for the exclusivity, or an applicant 

withdraws the ANDA, or fails to obtain a tentative approval within 30 months, or enters 

into an agreement found to be in violation of the antitrust laws or all the patents that 

earned the applicant competence for the exclusivity expire.56  

Major problems still remain and as a result of this shift in the customary balance of 

litigation, generic manufacturers and originators have concluded reverse payment 

settlements that may include cash payments as well as other things of value, such as 

manufacturing or marketing assistance. The US courts have been rather divided on the 

question of whether such settlements are permitted under antitrust laws until the FTC 

(Federal Trade Commission57) v. Actavis, Inc.58 decision by the Supreme Court of the 

US. In the next chapter, I will discuss about the Actavis decision in more detail.59 

3.2.2 Case FTC v. Actavis, Inc., 133 S. Ct. 2223 

Before the Actavis decision, multiple circuit courts took an approach that came to be 

known as the “scope of the patent test” when evaluating reverse payment settlements 

                                                      
55 Clancy, Michael; Geradin, Damien and Lazerow, Andrew, ’Reverse-payment patent 
settlements in the pharmaceutical industry: An analysis of US antitrust law and EU 
competition law’ (October 27, 2013) 3-4, Available at SSRN: 
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56 Ohly, Christopher D., ’The Hatch-Waxman Act: Prescriptions for Innovative and 
Inexpensive Medicines’ (Spring 2010, First presented at the American Intellectual Property 
Law Associations’ (AIPLA) 2010 Spring meeting) 17-19.  
57 Federal Trade Commission (FTC) is a United States federal agency that aims to protect 
consumers from unfair and deceptive practices in the market place and maintain competition 
to promote a marketplace free from anticompetitive mergers, business practices, or public 
policy outcomes. The FTC also pursues effective law enforcement. See FTC’s official website: 
https://www.ftc.gov/.  
58 FTC v. Actavis, Inc., 133 S. Ct. 2223, 2229 (2013).  
59 Clancy, Michael; Geradin, Damien and Lazerow, Andrew, ’Reverse-payment patent 
settlements in the pharmaceutical industry: An analysis of US antitrust law and EU 
competition law’ (October 27, 2013) 4, Available at SSRN: 
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between originator companies and generic manufacturers. According to the scope of the 

patent test, a reverse payment settlement could be acceptable and not considered as 

being in breach of antitrust rules in case the terms of the settlement are within the 

exclusionary scope of the patent, the patent was not procured through fraud on the US 

Patent and Trademark Office, and the patent litigation itself was not a fake. On the other 

hand, some circuit courts ruled that reverse payment settlements should be considered 

presumptively illegal as in breach of antitrust law.60  

After these quite diverse rulings from the circuit courts, in June 2013, the Supreme Court 

of the US rejected both analyses of the circuit courts and ruled that reverse payment 

settlements “can sometimes violate the antitrust laws”, and therefore such settlements 

must be judged under the rule of reason analysis that I will further explore in the chapter 

3.2.3.1.61  

In the Actavis case, respondent the Solvay Pharmaceuticals obtained a patent for its 

approved brand-name drug AndroGel and later respondents Actavis and Paddock filed 

applications for generic drugs modelled after AndroGel and certified that Solvay’s patent 

was invalid and that their drugs did not infringe Solvay’s patent. After that, Solvay sued 

Actavis and Paddock for a patent infringement. A generic product of the Actavis was 

eventually approved by the FDA but Actavis entered into a reverse payment settlement 

agreement with Solvay instead of bringing its drug to the market. In this agreement with 

Solvay, Actavis agreed that it will not bring its generic to the market until August 31, 2015 

that is 65 months before Solvay’s patent expired as well as agreed to promote AndroGel 

to doctors in exchange for millions of dollars. Paddock made also an equivalent 

agreement with Solvay.62 

FTC demanded the Supreme Court to rule that reverse payment settlement agreements 

are presumptively illegal and when reviewing such agreements, the court should proceed 

                                                      
60 Syllabus, Supreme Court of the United States, Federal Trade Commission v. Actavis, Inc., 
et. al. No 12-416. Argued March 25, 2013 – Decided June 17, 2013, 1-2. However, please note 
that the Syllabus do not constitute a part of the opinion of the Court but has been prepared 
by the Reporter of Decisions for the convenience of the reader and has been released at the 
time of the opinion of the Court has issued.  
61 Syllabus, Supreme Court of the United States, Federal Trade Commission v. Actavis, Inc., 
et. al. No 12-416. Argued March 25, 2013 – Decided June 17, 2013, 2-3. However, please note 
that the Syllabus do not constitute a part of the opinion of the Court but has been prepared 
by the Reporter of Decisions for the convenience of the reader and has been released at the 
time of the opinion of the Court has issued.  
62 Syllabus, Supreme Court of the United States, Federal Trade Commission v. Actavis, Inc., 
et. al. No 12-416. Argued March 25, 2013 – Decided June 17, 2013, 5-6.   
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via “quick look” approach rather than applying the rule of reason analysis. The Supreme 

Court especially researched a question of whether reverse payment settlements should 

be analyzed apart from the antitrust legislation and applying the scope of the patent test 

or take into a consideration the antitrust legislation.63 However, it is visible from the 

Supreme Court’s conclusion that this case was not easy to rule and the Supreme Court 

considered many different factors while creating the reasoning. 

The Supreme Court finally decided that FTC should prove its case as in another rule of 

reason cases because the likelihood that reverse payment settlement agreements 

bringing anticompetitive effects depends on their size, their size in relation to payer’s 

anticipated litigation costs, their independence from other services for which they might 

represent payment, and a lack of any other convincing justification. In addition, an 

existence and a degree of any anticompetitive effects varies among industries. For 

example, a large and unjustified payment from an originator to a generic manufacturer 

may indicate an anticompetitive motive. The Supreme Court also stated that 

reasonableness of a certain settlement agreement may be assessed “without litigating 

validity of the patent” because “a large and unexplained reverse payment can provide a 

workable surrogate for a patent’s weakness, all without forcing a court to conduct a 

detailed exploration of the patent’s validity”.  

However, there were also judges that presented dissenting opinions concluding that the 

majority’s decision had no basis in the statute. In the dissenting opinion, the Chief 

Justice argued that the question in this case should have been whether the settlement 

granted monopoly power beyond that offered by the patent at issue and argued that the 

reverse payment settlements were not subject to antitrust challenge. In addition, the 

Chief Justice claimed that the question of the validity of the patent was clearly a matter 

of patent law and the majority’s reliance of antitrust principles was not appropriate. The 

Chief Justice noted that the settlement agreement between Actavis and Solvay was 

clearly permissible if the patent in question was valid, and the parties came to a 

reasonable accommodation to settle the suit regarding the patent’s validity instead of 

exposing themselves to the litigation that includes a lot of uncertainties and risks. 

Therefore, if the reverse payment settlement agreement was within the scope of the 

patent, the patent law controlled and the antitrust claim should be dismissed whereas if 
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such agreement was outside the scope of the patent, the patent law is inapplicable and 

the antitrust principles should be applied.  

As we may notice, the Actavis precedent leaves open questions and do not offer clear 

guidance for the lower court instances for future decision making. The Supreme Court’s 

decision may also increase the uncertainty for parties concluding reverse payment 

settlement agreements. However, Actavis decision shows that patent holders will no 

longer be able to rely solely on the scope of the patent arguments and companies should 

consider procompetitive justifications before entering into a reverse payment settlement 

agreement. However, the opposing opinion of the Chief Justice is rather interesting and 

comprehensible from the perspective of patent law since a valid patent grants legal 

monopoly for a certain period of time but, on the other hand, what are the limits for the 

rights that a patent gives to an inventor? 

3.2.3 The Antitrust Analysis and the Scope of the Patent Test 

As I discussed in the previous chapter, the Supreme Court especially evaluated two 

concepts from the US that may be quite unknown from the European perspective. For 

that reason, it is important to sharpen the understanding of these concepts called the 

“rule of reason” and the “scope of the patent test”.  

3.2.3.1 The Rule of Reason Doctrine 

The rule of reason doctrine was a result of the thirty-year Supreme Court debate in 

respect of the legality of multi-firm restraints on competition and in the late 1920’s the 

doctrine was by and large established. Nowadays, the courts in the US evaluate most 

antitrust claims under the rule of reason analysis which requires a plaintiff to prove that 

defendants with market power have engaged in anticompetitive conduct. However, if the 

conduct under this evaluation is reasonable, then it will not be seen as anticompetitive 

and prohibited.64 

The Sherman Antitrust Act of 1890 is the US antitrust law which regulates competition 

between companies aimed at preserving free and unfettered competition as the rule of 

trade. In the US, antitrust laws leave the courts to decide which conduct is illegal based 

on the facts of each case. However, the Sherman Act outlaws “every contract, 

combination, or conspiracy in restraint of trade as well as “any monopolization, 

                                                      
64 Hovenkamp, Herbert J., ’The Rule of Reason’ (University of Pennsylvania Law School, 
Faculty Scholarship, 2018) 81, 81-83.  
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attempted monopolization, or conspiracy or combination to monopolize”.65 Instead, the 

Supreme Court of the US has long ago ruled that the Sherman Act does not prohibit every 

restraint of trade. Such Act prohibits unreasonable restraint of trade. For example, an 

agreement between two companies may restraint trade but may not do so unreasonably 

and thus may be justified and lawful under the Sherman Act.66  

In the Actavis case discussed in the chapter 3.2.2, the Supreme Court applied the rule of 

reason analysis while evaluating the permissibility of the reverse payment settlement 

agreement, and thus the evaluation was conducted under the Sherman Act and the 

antitrust principles of the US. However, as I earlier mentioned, the decision of the 

Supreme Court included a lot of debating and different views taken by the judges. What 

if the analysis of the case had been concluded applying patent laws of the US instead of 

antitrust laws, and should a patent owner be immunized from an antitrust scrutiny since 

a conduct within the scope of the patent should be permissible? Next, the discussion will 

focus on the scope of the patent doctrine which approaches this issue about legality of 

certain behaviors differently than the rule of reason doctrine. 

3.2.3.2 The Scope of the Patent Test 

As we saw, the Supreme Court rejected the scope of the patent test in the Actavis case 

but it still has its defenders among judges. Historically, the courts applied the scope of 

the patent formulation as a limiting rule to restrict the activities thought to reach beyond 

the statutory authorization granted to a patentee. Later, the scope of the patent test was 

used to refer to excessively broad patent claim constructions as an attempt to enlarge a 

patent beyond the scope of its claims and, as it were, enlarge the “monopoly” given by 

the patent.67  

The key of the scope of the patent test is that a patentee must act within the scope of the 

patent, and if patentee’s actions go beyond monopoly powers given by a patent right, 

such action should be evaluated under antitrust rules. The acts of a patentee must be 

authorized by the applicable patent legislation, and claims of a patent application which 

                                                      
65 See FTC’s official website https://www.ftc.gov/tips-advice/competition-guidance/guide-
antitrust-laws/antitrust-laws and Sherman Act 1§, 15. U.S.C. §1.  
66 See the landmark case Standard Oil Co. v. United States, 221 U.S. 1 and 64 (1911) in which 
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courts deciding each case ”by the light of reason, guided by the principles of law and the duty 
to apply and enforce the public policy embodied in the statute, and whether any particular 
act or contract was within the contemplation of the statute”. 
67 Hovenkamp, Herbert J., ’The Rule of Reason and the Scope of the Patent’ (University of 
Pennsylvania Law School, Penn Law: Legal Scholarship Repository, 2015) 515, 525.  
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define the scope of the protection afforded by a patent. This interpretation could lead to 

a two-stage analysis in which the court must evaluate the scope of the patent first, and, 

if patentee’s act falls outside the scope of the patent, then the antitrust principles would 

be applied.68 

However, Professor Carrier writes that the scope of the patent test cannot solve the drug 

patent settlement problem and presents three primary problems with the test. Such 

problems include the assumption of validity of the patent, transformed the scope of the 

patent and inapplicability to infringement. The courts that rely on the scope of the patent 

test assume that the patent in question is valid. Another problem according to the writer 

is that it ignores the issue of infringement, and the court cannot dispose of the issue of 

infringement by observing the mere existence of the patent.69 As mentioned earlier in the 

chapter 3.2.2, the question about the lack of patent’s validity evaluation was also notified 

by majority of the judges in the Actavis case. On the other hand, the dissenting judge 

stated that a question about the patent’s validity is a matter of patent law, and not a 

matter of antitrust law. Admittedly, these questions are debatable. 

As we notice, interplay between antitrust law and patent law is not clear, and the scope 

of the patent test has its defenders. I will discuss and analyze this topic in more detail 

later on the chapter 4 concerning the patent misuse doctrine which closely relates to the 

scope of the patent test.  

3.3 Reverse Payment Settlements in the EU – Restrictions of Competition 
by Object 

3.3.1 Background 

There is no exact similar regulation as the Hatch-Waxman Act in the EU but there exists 

regulation on data exclusivity also in the EU that has similar features than the Hatch-

Waxman Act. However, the EU regulations on data exclusivity have quite complex 

structures but the idea is to allow generic entry using the same data than an originator 

company while giving an exclusivity period to an originator. There exist many different 

regulations on the EU level regarding data exclusivity, and the national legislation of the 
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EU member states may still vary on this.70 The EU does not have (at least yet) a uniform 

patent system, and patents are issued by each individual EU Member State national 

patent offices or the European Patent Office (EPO) which grants patents that are bundled 

of national patents based on the international European Patent Convention (EPC). 

Therefore, an originator intending to enforce its patents and prevent a generic entry to 

the drug market must bring litigation in the national courts of each EU Member State. 

From this point of view, it could be quite expensive and challenging for originator 

companies to effectively enforce their patents in order to prevent a generic entry. In 

addition, originator companies could face serious adverse effects on the pricing of their 

products while generic manufacturers may trigger automatic price reductions and such 

reductions in one EU country could also lead reductions in another EU country.71   

Due to these above-mentioned reasons, originator companies may have rather strong 

incentives to settle. However, due to the structure of the European patent system, 

originators may have an incentive to settle even in cases where they hold strong patents. 

Legal costs relating to litigation in several EU Member States may be substantial, and in 

addition to high legal fees, litigation costs usually include court fees, costs of experts, 

costs related to technical investigations as well as possible appeal procedures and 

translation costs.72 Therefore, at least one incentive to settle for originator companies 

may be a risk of substantial costs of litigation in different EU Member States.  

                                                      
70 See Regulation (EC) No 726/2004 of the European Parliament and of the Council of 
31 March 2004 laying down Union procedures for the authorization and supervision of 
medicinal products for human and veterinary use and establishing a European Medicines 
Agency, Article 8(1) of the Regulation (EC) No 141/2000 of the European Parliament and of 
the Council of 16 December 1999 on orphan medicinal products (Orphan Drugs Regulation), 
Article 38 in Regulation (EC) No 1901/2006 of the European Parliament and of the Council 
of 12 December 2006 on medicinal products for paediatric use and amending Regulation 
(EEC) No 1768/92, Directive 2001/20/EC, Directive 2001/83/EC, Regulation (EC) No 
726/2004 and for those medicines that are outside the centralized scope of these regulations 
above, there are directives that harmonize national rules on data exclusivity, such as 
Directive 2001/83/EC of the European Parliament and of the Council of 6 November 2001 
on the Community code relating to medicinal products for human use (Medicines Directive).  
71 Clancy, Michael; Geradin, Damien and Lazerow, Andrew, ’Reverse-payment patent 
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competition law’ (October 27, 2013) 9. Available at SSRN: 
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European Union and the United States’ George Mason Legal Studies Research Paper No. LS 
15-22; George Mason; George Mason Law & Economics Research Paper No. 15-38. (2015) 
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72 Commission Communication, Executive Summary of the Pharmaceutical Sector Inquiry 
Report (July 8, 2009), 236. Available at 
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Additionally, contradicting decisions by the different EU Member State courts are one 

factor to consider while evaluating the risks of litigating in different EU Member State 

courts. For example, a court in one Member State may decide that the contested patent 

is valid while another court in another EU Member State may decide that the same patent 

is invalid. This causes detriment to the legal certainty for the companies that are active 

in a given product on other EU markets, and may encourage the companies to settle 

instead of litigating in the court.73  

Reverse payment patent settlement agreements appear also in the EU, although the legal 

framework is different than in the US. There are some basic elements and features in 

settlement agreements between originator companies and generic manufacturers in the 

EU. The object of a settlement agreement is to resolve an actual or potential dispute 

relating to manufacturing or marketing of a generic version of a product which is claimed 

to be protected by a patent. Usually, these settlement agreements cover the geographic 

scope of Member States in which a dispute has occurred and maybe the territories in 

which there is high likelihood of a dispute occurring. Additionally, these settlement 

agreements are usually intended to be the final settlement of the specific claims.74  

From the EU Commission’s perspective and, nowadays, also from the perspective of the 

EU case law75, it is rather clear that competition law is able to reach reverse payment 

settlement agreements, and that the evaluation of such agreement is not just a matter of 

patent law. The EU Commission has classified settlement agreements but it is notable 

that the EU Commission’s report on patent settlement agreements is written from a 

                                                      
part1.pdf. The Pharmaceutical Inquiry Report also states that the fees incurred in patent 
litigation before UK courts were particularly high, and the second highest average legal fees 
incurred in Netherlands and France. The lowest average legal fees incurred in Germany and 
Austria.  
73 Commission Communication, Executive Summary of the Pharmaceutical Sector Inquiry 
Report (July 8, 2009), 236-237. Available at 
http://ec.europa.eu/competition/sectors/pharmaceuticals/inquiry/staff_working_paper_
part1.pdf.  
74 Commission Communication, Executive Summary of the Pharmaceutical Sector Inquiry 
Report (July 8, 2009), 254-255. Available at 
http://ec.europa.eu/competition/sectors/pharmaceuticals/inquiry/staff_working_paper_
part1.pdf. See also European Commission Report about Patent Settlements in which it is 
stated that during the year 2016, 107 settlements were made and the amount of settlements 
may vary depending on the different factors such as the number of medicines losing patent 
protection or the introduction of new legislation. European Commission 8th Report on the 
Monitoring of Patent Settlements (Period: January-December 2016, Published on 9 March 
2018) 6. Available at 
http://ec.europa.eu/competition/sectors/pharmaceuticals/inquiry/patent_settlements_re
port8_en.pdf. 
75 See chapter 3.3 regarding EU case law.  

http://ec.europa.eu/competition/sectors/pharmaceuticals/inquiry/staff_working_paper_part1.pdf
http://ec.europa.eu/competition/sectors/pharmaceuticals/inquiry/staff_working_paper_part1.pdf
http://ec.europa.eu/competition/sectors/pharmaceuticals/inquiry/staff_working_paper_part1.pdf
http://ec.europa.eu/competition/sectors/pharmaceuticals/inquiry/staff_working_paper_part1.pdf
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http://ec.europa.eu/competition/sectors/pharmaceuticals/inquiry/patent_settlements_report8_en.pdf
http://ec.europa.eu/competition/sectors/pharmaceuticals/inquiry/patent_settlements_report8_en.pdf
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competition law perspective and does not put into question the patent system or the 

criteria for granting exclusive rights. The EU Commission’s classification is based on two 

main criteria. First, whether a settlement agreement foresees a limitation on generic 

entry to the market and its ability to market its own medicine and secondly, whether it 

foresees a value transfer from an originator company to a generic manufacturer.76  

A generic’s ability to enter the market can be limited in several ways. A patent settlement 

agreement may include a clause stating that a generic manufacturer will refrain from 

challenging validity of an originator company’s patent(s) (“non-challenge clause”) or 

refrains from entering the market until a patent of an originator has expired (“non-

compete clause”). The EU Commission also classifies a license granted by an originator 

company allowing a generic to be on the market as limiting generic entry if a generic 

manufacturer cannot enter the market with its own product or it cannot set the 

conditions for the commercialization of its product freely but it must be noted that this 

categorization is made from competition purposes only.77 

Patent settlement agreements in which parties agree that a generic manufacturer will be 

a distributor of an originator product concerned or if a generic manufacturer will source 

its supplies of an active pharmaceutical ingredient (“API”) from an originator company 

can also limit the market entry of a generic manufacturer. In addition, settlement 

agreements providing for an early entry of a generic medicine where entry is not 

immediate will be seen as limiting generic entry.78 As we may notice, the EU 

Commission’s focus is strictly on generic manufacturer’s ability to enter the market, and 

does not emphasize patent law as such, although, patent law should not be totally bypass 

when evaluating reverse payment patent settlement agreements.  

Another major criterion for evaluation of these settlement agreements is a value transfer 

from an originator company to a generic manufacturer while it can take different forms 

                                                      
76 European Commission 8th Report on the Monitoring of Patent Settlements (Period: 
January-December 2016, Published on 9 March 2018) 2-3. Available at 
http://ec.europa.eu/competition/sectors/pharmaceuticals/inquiry/patent_settlements_re
port8_en.pdf.   
77 European Commission 8th Report on the Monitoring of Patent Settlements (Period: 
January-December 2016, Published on 9 March 2018) 3. Available at 
http://ec.europa.eu/competition/sectors/pharmaceuticals/inquiry/patent_settlements_re
port8_en.pdf.  
78 European Commission 8th Report on the Monitoring of Patent Settlements (Period: 
January-December 2016, Published on 9 March 2018) 3. Available at 
http://ec.europa.eu/competition/sectors/pharmaceuticals/inquiry/patent_settlements_re
port8_en.pdf. 
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as well. Probably, the most obvious value transfer is a direct monetary transfer from an 

originator company to a generic manufacturer. For example, such a monetary transfer 

can have a purpose of purchasing an asset but it can also have a purpose of paying a 

generic manufacturer to stay out of the market or discontinuing a patent challenge. In 

addition, value transfers may include distribution agreements or a “side-deal” in which 

an originator company grants a commercial benefit to a generic manufacturer by 

allowing it to enter the market before patent expiry in another geographical area or by 

permitting market entry with another product marketed by an originator company. 

Furthermore, a non-assert clause stating that a generic manufacturer may enter the 

market with its product but an originator binds itself not to invoke a patent against a 

generic manufacturer may constitute a value transfer. On the other hand, a settlement 

agreement which includes a clause determining the date of a generic entry with an 

originator company’s undertaking not to challenge such entry, but no other limitative 

provision, is not probably to attract the highest degree of competition scrutiny.79  

Additionally, the EU Commission classifies settlement agreements as A-type which do 

not limit a generic’s ability to market its own product freely while those limiting such 

right is classified as B-type. Furthermore, B.I settlements comprise those settlements 

where no value transfer from an originator to a generic took place as well as B.II 

settlements which foresee a value transfer from an originator company to a generic 

manufacturer. Usually, settlements categorized as type A should be permissible from 

competition law perspective as they allow immediate market entry by a generic 

manufacturer with its product. The same applies to B.I settlements but, on the other 

hand, some settlements in this category may attract competition law scrutiny.80 As we 

notice, it is not always very clear that in which circumstances these settlement 

agreements should be evaluated under competition law, and should there be a role for 

patent law too since competition perspective do not evaluate possible misuses of the 

patent system or an infringement itself that are matters of patent law.  

                                                      
79 European Commission 8th Report on the Monitoring of Patent Settlements (Period: 
January-December 2016, Published on 9 March 2018) 3-4. Available at 
http://ec.europa.eu/competition/sectors/pharmaceuticals/inquiry/patent_settlements_re
port8_en.pdf. 
80 European Commission 8th Report on the Monitoring of Patent Settlements (Period: 
January-December 2016, Published on 9 March 2018) 4. Available at 
http://ec.europa.eu/competition/sectors/pharmaceuticals/inquiry/patent_settlements_re
port8_en.pdf. 
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The EU Commission states that with respect to category B.I settlements, some settlement 

agreements may attract competition law analysis and this may be the case for settlements 

concluded outside an exclusionary zone of a patent and/ or settlement agreements on a 

patent for which a patent holder (or both parties) know that a patent does not meet the 

patentability criteria.81 However, this raises a question regarding patent law and the 

evaluation of patent validity and/or a patent infringement. Should the scope of the patent 

evaluation be a matter of patent law, and not an evaluation made under the framework 

of competition law? I will discuss this matter later in the chapter 3.2.3.2.   

Category B.II settlements are most likely to attract competition law scrutiny because they 

limit generic’s access to the market and contain a value transfer from an originator 

company to a generic manufacturer. However, the EU Commission’s report states that 

an evaluation with respect to competition law should always be made on the basis of the 

circumstances of each individual case. The statistics gathered by the EU Commission 

shows that, for example, during the year 2016, patent settlements continued to be used 

in the European pharmaceutical sector but a number of B.II settlements have stabilized 

at a low level, and most of the settlements fall into categories that raise no need for 

competition law analysis.82  

3.3.2 Case T-472/13 Lundbeck and Others v. Commission 

The European Commission (EC)83 has raised competition concerns regarding reverse 

payment patent settlement agreements. On 19th of June 2013, the EC adopted a decision 

stating that the Danish originator company Lundbeck and several generics have been 

violating competition legislation by a “restriction by object”84. In its decision, the EC 

                                                      
81 European Commission 8th Report on the Monitoring of Patent Settlements (Period: 
January-December 2016, Published on 9 March 2018) 4. Available at 
http://ec.europa.eu/competition/sectors/pharmaceuticals/inquiry/patent_settlements_re
port8_en.pdf. 
82 European Commission 8th Report on the Monitoring of Patent Settlements (Period: 
January-December 2016, Published on 9 March 2018) 4 and 14-15. Available at 
http://ec.europa.eu/competition/sectors/pharmaceuticals/inquiry/patent_settlements_re
port8_en.pdf. 
83 The EC is divided into departments that develop policies in specific areas. The Competition 
Department is responsible for EU Policy on competition and for enforcing EU competition 
rules, in cooperation with national competition authorities. See the EC official website 
https://ec.europa.eu/info/departments/competition_en.  
84 Article 101(1) of the TFEU prohibits agreements between undertakings which may affect 
trade between Member States and which has as their object or effect the prevention, 
restriction or distortion of competition within the internal market. The distinction between 
“restrictions by object” and “restrictions by effect” arises from the fact that some forms of 
collusion between companies can be regarded, by their very nature, as being harmful for the 
competition. This means that “restrictions by object” by their very nature have the potential 
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stated that the conduct of Lundbeck and the generic manufacturers violated the Article 

10185 of the Treaty on the Functioning of the European Union (TFEU) and Article 5386 of 

the Agreement on the European Economic Area (EEA).87  

This EC case concerned the Danish pharmaceutical company Lundbeck’s anti-

depressant Citalopram drug. Lundbeck’s compound patent for the drug has expired by 

2002 but, Lundbeck also held a crystallization patent covering a process for the 

preparation of purified salts of Citalopram through crystallization of the base. Lundbeck 

filed the crystallization patent as well as other process patents before the expiry of the 

compound patent. According to the EC, these process patents created considerable 

uncertainty for potential generic entrants.88 

While Lundbeck tried to eliminate a competitive threat out of the market, it started 

infringement litigations against the generic manufacturers using the process patents. In 

response to the request for the EC’s inquiry, Lundbeck listed 85 legal procedures 

concerning Citalopram in nine different countries (Finland, Belgium, Denmark, 

Germany, Netherlands, Norway, Spain, Sweden and the UK). In several of these 

countries, Lundbeck managed to obtain, at least, an interim injunctions and seizures. 

However, in Germany all claims against the generic manufacturers Cipla and Matrix for 

the infringement of the Lundbeck’s patent were rejected by the courts from the 

beginning, and in the UK, all legal proceedings were settled by Lundbeck before a final 

ruling could be issued. The national courts made no rulings on the validity of the 

crystallization patent or the possible infringement of the Lundbeck’s patent in any of 

these above-mentioned countries.89  

In its decision, the EC analyzed six different agreements between Lundbeck and four 

generic manufacturers. The agreements made between Lundbeck and the generic 

                                                      
to restrict competition. With respect to these kind of restrictions, it is unnecessary for the 
purposes of applying Article 101(1) of the TFEU to demonstrate any actual or likely 
anticompetitive effect on the market. See Commission Staff Working Document ‘Guidance 
on restrictions of competition “by object” for the purpose of defining which agreements may 
benefit from the De Minimis Notice’ Brussels 25.6.2014 SWD(2014) final. 3. Available at 
http://ec.europa.eu/competition/antitrust/legislation/de_minimis_notice_annex.pdf.  
85 In general, the Article 101 of the TFEU prohibits cartels and other arrangements that 
disrupts the free competition.   
86 In general, the Article 53 of the EEA prohibits agreements which restrict competition 
between enterprises.  
87 The European Commission Decision, Brussels 19.6.2013 C(2013) 3803 final. 196-197. 
88 The European Commission Decision, Brussels 19.6.2013 C(2013) 3803 final. 12 and 50-51.  
89 The European Commission Decision, Brussels 19.6.2013 C(2013) 3803 final. 128-129 and 
161.  
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manufacturers included, for example, clauses that the generic manufacturer shall cease 

to sale and supply of pharmaceutical products containing Citalopram in the EEA, 

excluding the UK, to its Affiliates or to any third party during the term of the agreement 

and subject to payment of the settlement amount which was 12 million euros, and clauses 

stating that the generic manufacturer consents to cancel, cease and desist from any 

importation, manufacture, production, sale or other marketing of products containing 

Citalopram which Lundbeck alleges to infringe its IPR’s for the term of the agreement 

subject to compensation of 0,5 million US dollars. The sums paid by the originator were 

rather high.90  

At that time when the agreements between Lundbeck and the generic manufacturers 

were concluded, the Lundbeck’s compound patent had already expired but Lundbeck 

still had a number of process patents which covered some processes to manufacture 

Citalopram that met regulatory requirements in Europe. Each of the agreements 

included a transfer of value from Lundbeck to a potential or actual generic competitor 

which was related to the generic manufacturer’s agreement not to market generic 

Citalopram in the geographic area concerned for the duration of the agreement.91 A 

question the EC has dealt with in its decision is that whether the entry restrictions in the 

settlement agreements for the generics lay within or outside the scope of the patent 

protection of the Lundbeck’s products. 

According to the EC, an agreement settling a patent dispute between an originator 

company and generic manufacturers does not provide immunity from competition law 

just because an agreement itself relates to patent law, and a patent holder only has a right 

under patent law to enforce its patent rights through an infringement action before a 

court. Patent settlement agreements are just like any other civil law agreements 

voluntarily agreed, and such agreements are fully subject to competition law scrutiny 

even though companies have a right in principle to conclude agreements to solve a 

dispute between them but in doing so, they must respect EU competition law.92 

                                                      
90 The European Commission Decision, Brussels 19.6.2013 C(2013) 3803 final. 77-78.  
91 The European Commission Decision, Brussels 19.6.2013 C(2013) 3803 final. 13.  
92 The European Commission Decision, Brussels 19.6.2013 C(2013) 3803 final. 199. The EC 
also points out that the agreements concerning intellectual property rights between 
undertakings are subject to EU competition law has also been held by the Courts of the 
European Union in several other cases dealing with intellectual property. For example, in the 
Case 193/83 Windsurfing International Inc. v. Commission of the European Communities 
(1986) in which the court ruled that a contractual obligation on a licensee not to challenge 
the validity of licensed patents “does not fall within the specific subject-matter of the patent, 
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EU competition law must be respected by parties concluding a patent settlement 

agreement, and even if the limitations included in the patent settlement remain within 

the scope of the patent, a settlement agreement may, under specific circumstances, have 

to be considered as contrary to competition law. In the Lundbeck case, if the generic 

manufacturer is paid by the originator to cease its independent efforts to enter the 

market with the potentially infringing product, the position to be analyzed under 

competition law is rather different from that if the originator had succeeded in obtaining 

an infringement ruling from a court.93 

In case an infringement is established by a court, the means used to achieve exclusion 

are the right to oppose based on the strength of the patent but, in this case, the market 

exclusion was not achieved by the strength of the patent but by the amount of the value 

transfer, and when generic’s incentives to enter the market are reduced or eliminated 

with a transfer of value by an originator, a generic manufacturer may accept a market 

exclusion which it would not accept without value transfers as an inducement. In this 

way, an originator company obtains certainty that a generic manufacturer will not enter 

the market for the period of the agreement. A potential competition between a generic 

and an originator company is eliminated with a transfer of value and transformed into a 

certainty of no competition, in particular, in cases in which an amount of a value transfer 

matches the profit that a generic manufacturer would have made if it had entered the 

market.94  

Lundbeck and the generic manufacturers appealed the decision of the EC to the General 

Court of the EU. On 8th of September 2016, the General Court of the EU upheld the EC’s 

Lundbeck decision. For the first time, the General Court of the EU ruled that pay-for-

delay settlement agreements in pharmaceutical sector breached EU competition rules. 

The General Court of the EU stated that the EC was correct in finding that, irrespective 

of any patent dispute, the generic competitors agreed with Lundbeck to stay out of the 

market in return for the transfer of value which constituted “a buying-off of competition”, 

and the agreements between Lundbeck and the generic producers eliminated a 

competitive pressure from the generic manufacturers. Therefore, these kind of 

                                                      
which cannot be interpreted as also affording protection against action brought in order to 
challenge the patent’s validity” and such no-challenge clause “extends the patentee’s 
monopoly without constituting one of the normal consequences attaching to the use of the 
patent”. See paragraph 26 and 92 of the judgement.   
93 The European Commission Decision, Brussels 19.6.2013 C(2013) 3803 final. 201.  
94 The European Commission Decision, Brussels 19.6.2013 C(2013) 3803 final. 201-202.  
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settlement agreements are “a restriction of competition by object” and, Lundbeck was 

not able to justify why such agreements would have been needed to protect its IPR’s.95 

The decision of the EU General Court faced an appeal to the Court of Justice of the 

European Union (CJEU) and it remains to be seen how the CJEU will evaluate the 

Lundbeck case. Appellants mainly challenged the General Court’s ruling that the 

agreements restricted competition by object, whether the agreements fell within the 

scope of the Lundbeck’s patents and if the generics were potential competitors to 

Lundbeck.96 However, in the light of the recent CJEU ruling, an agreement between two 

undertakings will be evaluated under EU competition law taking into account concrete 

possibilities of joining the market for the undertaking that is not yet present there as well 

as the sole purpose of a reverse payment settlement agreement as it may constitute a 

restriction of competition by object.97  

3.3.3 Case T-691/14 Servier and Others v. Commission and the Side-Deals 
as an Appropriate Way to Resolve a Patent Dispute 

Another case in the EU regarding reverse payment patent settlements is the Servier 

case98 of 12th of December 2018 in which the General Court confirms that certain patent 

settlement agreements may be restrictive of competition by object and annuls in part the 

EC’s decision on this matter. 

The Servier group developed perindopril that is a medicine belonging to the class of 

angiotensin converting enzyme inhibitors used in cardiovascular medicine. It is intended 

to the treatment of hypertension and heart failure. The compound patent for perindopril 

was filed with the EPO in 1981, and in various EU Member States such patent expired 

over the course of 2000’s.  Erbumine is a biologically active chemical substance which 

produces the desired therapeutic effects and it takes a form of a salt. Servier filed a new 

patent, called a 947 patent, relating to erbumine and its manufacturing processes with 

                                                      
95 Case T-472/13 H. Lundbeck A/S and Lundbeck Ltd. v. Commission, Judgement of the 
General Court (Ninth Chamber) 8 September 2016.  
96 Official Journal of the European Union, Appeal brought on 18 November 2016 by H. 
Lundbeck A/S, Lundbeck Ltd against the judgment of the General Court (Ninth Chamber) 
delivered on 8 September 2016 in Case T-472/13: H. Lundbeck A/S, Lundbeck Ltd v 
European Commission (Case C-591/ 16 P) 31.1.2017.  
97 See chapter 3.3.4 concerning the recent CJEU ruling.  
98 Dans l’áffaire T-691/14 Servier SAS, Servier Laboratories Ltd and Les Laboratories 
Servier SAS v. Commission, Arrêt du Tribunal (neuvième chambre élargie) 12 décembre 
2018.  
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the EPO in 2001 and it was granted in 2004.99 Later, Servier faced disputes in which the 

validity of its patent was challenged, and thus entered into various settlement 

agreements with a number of generic manufacturers named Krka, Niche, Unichem 

(Niche’s parent company), Teva, Matrix and Lupin. The view of the generic 

manufacturers was that the patent 947 was not valid, and thus did not meet the criteria 

for patentability. Each of those generic manufacturers were refrain to enter the market 

or challenge the Servier’s patent.100  

According to the EC’s decision, the main evidence relied on is the actual text of the 

agreement concluded between the generic manufacturers and Servier.101 Under the terms 

of the agreements, Servier agreed with Niche and Matrix that they do not enter the 

market for perindopril before September 2008 at the earliest and that they do not 

challenge Servier’s main patents or seek a declaration of non-infringement. Additionally, 

they agreed to cancel, terminate or suspend all customer relations associated with 

perindopril until the expiry of the process patents and refrain from applying a regulatory 

approval. According to the agreement between Servier and Niche, Servier agreed to pay 

11,5 million British Pounds in return the acceptance of their obligations. For Matrix, 

Servier agreed to pay 11,8 British Pounds for the commitment to accept the terms of the 

settlement. In return, Servier also promised not to start any infringement proceedings 

under the patent rights.102  

The agreement concluded between Servier and Teva obliged Teva to purchase 

perindopril erbumine for distribution in the UK exclusively from Servier for a period of 

three years.103 Teva received a payment of five million British Pounds from Servier and, 

in return, Teva agreed to refrain from selling generic perindopril (other than that 

supplied by Servier) and from challenging Servier’s patents. However, the agreement 

also included a liquidated damages clause in case of non-supply of perindopril as of 1st of 

August 2006, and Teva had no right to terminate the settlement agreement. Later, 

                                                      
99 European Commission Decision, Brussels 9.7.2014 C (2014) 4955 final. 5-6. Between 2000 
and 2005, Servier obtained a lot of process and crystalline form patents which Servier 
internally referred to as ”blocking patent” or ”paper patent”.  
100 European Commission Decision, Brussels 9.7.2014 C (2014) 4955 final. 40-42. In between 
2003 and 2008, Servier sent warning letter to practically all generic competitors and entered 
into litigation with a number of generic producers that were preparing to launch generic 
versions of the perindopril.  
101 European Commission Decision, Brussels 9.7.2014 C (2014) 4955 final. 15.  
102 European Commission Decision, Brussels 9.7.2014 C (2014) 4955 final. 94-95.  
103 European Commission Decision, Brussels 9.7.2014 C (2014) 4955 final. 158-159.  
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Servier relied on liquidated damages clause which lead to an aggregated payment of 10,5 

million British Pounds from Servier to Teva under the settlement agreement.104  

Krka and Servier concluded two agreements known as the settlement agreement and the 

license agreement. The main clauses of the settlement agreements between such parties 

are the clauses stating that Servier withdraws the litigation against Krka based on the 

claims of infringement of its patents (including the patent 947). In return, Krka agreed 

to withdraw any claim against the ‘340 and ‘947 patents and committed not to challenge 

those patents in the future. The market restriction can be seen from the clause stating 

that “For the duration of the validity of the ‘947 patent, Krka and/ or their respective 

affiliates shall not directly or indirectly launch and commercialize any generic form of 

Specialty (defined as “active ingredient perindopril in the crystalline form alpha of 

perindopril tertbutylamine salt (hereafter the “API”) and pharmaceutical products 

containing the API and/ or combination products containing the generic form of the 

Specialty which would infringe the ‘947 Patent, in the countries in which the patent is 

still valid, unless otherwise expressly authorized by Servier”.105  

Additionally, Krka “will not supply to any third party the Specialty that would infringe 

the Patent provided that the Patent is still valid in the respective country or unless 

otherwise expressly authorized by Servier”. However, the settlement agreement 

between Krka and Servier included no payment on either side, and such agreement 

remains in force until the expiry and/ or termination of validity of the ‘947 or ‘340 patent 

and does not apply to jurisdictions where no valid national counterparts of the ‘947 

patent and/ or ‘340 patent exist.106  

The license agreement between Servier and Krka stated that Servier grants an exclusive 

and irrevocable license on the ‘947 patent, and in return, Krka accepts it to use, 

manufacture, sell, offer for sale and promote as well as import Krka products which 

contain crystalline form of alpha of perindopril terbutylamine salt in the specific 

territory. Notwithstanding Krka’s license rights, Servier had a right to use the ‘947 patent 

in any of the operations mentioned in the previous sentence. Such license agreement 

between Krka and Servier was defined to be valid as long as the ‘947 patent was valid.107  

                                                      
104 European Commission Decision, Brussels 9.7.2014 C (2014) 4955 final. 138-139.  
105 European Commission Decision, Brussels 9.7.2014 C (2014) 4955 final. 191-192.  
106 European Commission Decision, Brussels 9.7.2014 C (2014) 4955 final. 192.  
107 European Commission Decision, Brussels 9.7.2014 C (2014) 4955 final. 192.  
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Krka paid around 730 000 euros in royalty payments to Servier for the period from 2006 

to 2010. According to Servier and Krka’s explanations, they faced serious threats, and 

Krka stated that as long as the ‘947 patent was valid, it could not have entered any 

markets where such patent was valid. On the other hand, Servier believed that Krka had 

one of the best as well as the most comprehensive evidence in the opposition before the 

EPO. Krka believed that, among other things, from the economic perspective, it was 

commercially acceptable to enter into the license agreement with Servier.108 

With respect to the settlement agreement between Servier and Krka, the latter believed 

that such agreement did not restrict competition beyond legitimate exclusionary effect 

of the ‘947 patent because the subject matter of the settlement agreement was not 

perindopril as moiety but one form of perindopril. Additionally, the validity of the ‘947 

patent was confirmed by the EPO in July 2006, and the settlement agreement did not 

delay Krka’s entry to the market but, on the contrary, enabled Krka to have an early 

launch of its product.109  

On July 2004, the EC decided that the agreements that Servier had made with the generic 

competitors constituted restrictions of competition by object and by effect110 , and stated 

that Servier had abused its dominant position by implementing an exclusionary 

strategy.111 The EC imposed large fines on Servier, Niche and Unichem, Matrix, Teva, 

Krka and Lupin.112 

The General Court confirmed that the settlement agreements concluded between Servier 

and Teva, Niche, Unichem, Lupin and Matrix constituted restrictions of competition by 

object under Article 101 TFEU. Like the EC, the General Court considered that the 

generic manufacturers were potential competitors of Servier at the time the agreements 

were concluded and ruled that the generic manufacturers had a concrete possibility to 

                                                      
108 European Commission Decision, Brussels 9.7.2014 C (2014) 4955 final. 193-194.  
109 European Commission Decision, Brussels 9.7.2014 C (2014) 4955 final. 195.  
110 The distinction between restrictions of competition by object and restrictions of 
competition by effect arises from the fact that certain forms of collusion between 
undertakings can be regarded, by their very nature, as being injurious to the proper 
functioning the normal competition. Restrictions of competition by object are the ones that 
by their very nature have the potential to restrict competition and it is unnecessary to any 
actual anticompetitive effects on the market. Restrictions of competition by effect refers to 
actual effects of certain actions. See European Commission, Commission Staff Working 
Document – Guidance on restrictions on competition “by object” for the purpose of defining 
which agreements may benefit from the De Minimis Notice. Brussels, 25.6.2014 SWD(2014) 
198 final. 3-5.  
111 European Commission Decision, Brussels 9.7.2014 C (2014) 4955 final. 758-775.  
112 European Commission Decision, Brussels 9.7.2014 C (2014) 4955 final. 806-812.  
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market entry with their generic version of the perindopril, notwithstanding the barriers 

linked to Servier’s patents.113  

Additionally, the General Court stated that IPR’s are protected by the Charter of 

Fundamental Rights of the EU114 and regarding patents, when granted by a public 

authority, a patent is presumed to be valid and an ownership of that right is presumed to 

be lawful. The importance of settlement agreements is crucial since the parties to a 

dispute should have a right to as well as encouraged to conclude settlement agreements 

rather than pursuing litigation, and the General Court concludes that such agreements 

in the field of patent is not necessarily contrary to competition law.115  

However, in this particular case, the General Court stated that when an originator 

company that is an owner of a patent, grants a generic manufacturer advantages inducing 

it to refrain from market entry or challenging an originator’s patent, an agreement, even 

if presented as a settlement agreement, shall be considered as a market exclusion 

agreement. The General Court ruled that the agreements that Servier concluded with 

Niche, Unichem, Teva, Matrix and Lupin included diverse and complex arrangements 

for granting the inductive benefit and, therefore, they constituted market exclusion 

agreements and restricted competition by object.116 

Notwithstanding the above-mentioned, the General Court concluded that the 

agreements between Servier and Krka did not constitute an existence of an inducement 

by Servier in exchange for Krka’s withdrawal from the market. The General Court ruled 

that there was no restriction of competition by object, and it was not established that 

Krka would have arguably entered the market in the absence of the agreements, and that 

continuation of the proceedings against the ‘947 patent would probably have permitted 

                                                      
113 Dans l’áffaire T-691/14 Servier SAS, Servier Laboratories Ltd and Les Laboratories 
Servier SAS v. Commission, Arrêt du Tribunal (neuvième chambre élargie) 12 décembre 
2018. para. 1959.  
114 See Charter of Fundamental Rights of the European Union (2012/C 326/02), Article 17, 
Second paragraph.  
115 Dans l’áffaire T-691/14 Servier SAS, Servier Laboratories Ltd and Les Laboratories 
Servier SAS v. Commission, Arrêt du Tribunal (neuvième chambre élargie) 12 décembre 
2018. paras 108 and 220. 
116 Dans l’áffaire T-691/14 Servier SAS, Servier Laboratories Ltd and Les Laboratories 
Servier SAS v. Commission, Arrêt du Tribunal (neuvième chambre élargie) 12 décembre 
2018. paras 216-218.  
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a faster or more complete invalidation of Servier’s patent.117 Furthermore, the General 

Court ruled that there was no restriction of competition by effect either.  

Therefore, the General Court annulled the fines imposed on Servier and Krka regarding 

the settlement agreement between them. In addition, with respect to the abuse of 

dominant market position, the General Court notes that competitive relationships in the 

pharmaceutical sector differ from competitive interactions in other economic sectors. 

The difference is that the demand for prescription medicines is usually determined by 

doctors and not the ultimate consumers. Doctors prescribe medicines and are primarily 

guided by therapeutic use when choosing what to prescribe and, therefore, the freedom 

of doctors to choose between medicines available on the market enables major 

competitive constraints outside usual mechanisms of price pressure. The General Court 

ruled that the EC made errors in defining the relevant market and annulled the fine 

imposed on Servier on the basis of Article 102 TFEU118. 

With respect to Servier case we may notice that the General Court agreed with the EC 

that the settlement agreements between Servier and the generics (expect with Krka) 

constituted a restriction of competition by object, and analyzed whether Servier and the 

generics were at least potential competitors, whether the settlements included ‘non-

challenge’ or ‘non-commercialization’ clauses and whether there was a value transfer 

between Servier and the generics. The General Court also confirmed its ruling in the 

Lundbeck case by defining when a potential competition may exist, and stressed that a 

competition may exist in the market before an expiration of a patent, and that a valid 

patent does not exclude possible competition from the market unless a valid patent is 

combined with a patent infringement by generic manufacturers.  

                                                      
117 Dans l’áffaire T-691/14 Servier SAS, Servier Laboratories Ltd and Les Laboratories 
Servier SAS v. Commission, Arrêt du Tribunal (neuvième chambre élargie) 12 décembre 
2018. paras 936 and 1960.  
118 According to the TFEU Article 102 any abuse by one or more undertakings of a dominant 
position within the internal market or in a substantial part of it shall be prohibited as 
incompatible with the internal market in so far as it may affect trade between Member States. 
Such abuse may, in particular, consist in: (a) directly or indirectly imposing unfair purchase 
or selling prices or other unfair trading conditions; (b) limiting production, markets or 
technical development to the prejudice of consumers; (c) applying dissimilar conditions to 
equivalent transactions with other trading parties, thereby placing them at a competitive 
disadvantage; (d) making the conclusion of contracts subject to the acceptance by the other 
parties of supplementary obligations which, by their very nature, or according to commercial 
usage, have no connection with the subject of such contracts.  
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However, with respect to Krka, the General Court annulled the fines imposed on Servier 

and Krka in respect of the agreement between them.119 The General Court wrote that the 

concept of restriction of competition by object can be applied only to certain types of 

coordination between undertakings that, in their nature, reveal an adequate degree of 

harm to the competition, and for that reason, there is no need to examine the effects of 

this kind of cooperation. Whether the agreement between undertakings reveals a 

sufficient degree of harm to the competition, the General Court must take into account 

the content of the provisions in the agreement, its objectives and the legal and economic 

context of which the agreement forms part as well as the nature of the goods and services 

affected.120  

The General Court stressed that a balance must be struck between the need to allow 

companies to make settlements, as well as the need to prevent the risk of misuse of 

settlement agreements contrary to competition law leading to entirely invalid patents 

being maintained and a creation of unjustified financial burden for public budgets.121 The 

General Court also pointed out that a patent dispute settlement agreement may have no 

negative impact on competition, for example, when parties agree a patent at issue is 

invalid and therefore provide for an immediate market entry to a generic manufacturer. 

However, the agreements in this case do not fall into this lastly-mentioned category 

because they contain ‘non-challenge’ as well as ‘non-marketing’ clauses which are 

restrictive of competition by themselves.122  

However, ‘non-marketing’ and ‘non-challenging’ clauses may be legitimate but only in so 

far as it is based on parties’ recognition of validity of a patent at issue and these kinds of 

clauses may be necessary for a settlement of some disputes in respect of patents.123 If 

parties to a settlement agreement agree to a ‘non-marketing’ clause and such clause is 

limited to the scope of the patent at issue, it may be seen as essentially duplicating the 

effect of that patent as long as it is based on a recognition of validity of that patent. With 

regards to ‘non-challenge’ clauses, the effects of those clauses do not overlap with effects 

                                                      
119 Case T-684/ 14 Krka Tovarna Zdravil d.d v. Commission, Judgement of the General Court 
(Ninth Chamber) 12 December 2018. paras 471-473.  
120 Case T-684/ 14 Krka Tovarna Zdravil d.d v. Commission, Judgement of the General 
Court (Ninth Chamber) 12 December 2018. paras 123-124.  
121 Case T-684/ 14 Krka Tovarna Zdravil d.d v. Commission, Judgement of the General Court 
(Ninth Chamber) 12 December 2018. para 131.  
122 Case T-684/ 14 Krka Tovarna Zdravil d.d v. Commission, Judgement of the General 
Court (Ninth Chamber) 12 December 2018. paras 135-136.  
123 Case T-684/ 14 Krka Tovarna Zdravil d.d v. Commission, Judgement of the General 
Court (Ninth Chamber) 12 December 2018. para 137.  
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of a patent because a patent cannot be interpreted as affording protection against actions 

brought in order to challenge validity of a patent.124 However, the General Court admits 

that ‘non-challenge’ and ‘non-marketing’ clauses may be problematic when it is clear that 

generic manufacturer’s agreement to those clauses is not based on its recognition of 

validity of the patent at issue.125  

With respect to patent dispute settlement agreements, a restriction of competition by 

object presupposes that such settlement agreement contains both, an inducement in a 

form of a benefit for a generic manufacturer and a corresponding limitation of a generic 

manufacturer’s efforts to compete with an originator. If those two conditions are met, a 

finding of restriction of competition by object shall be made in view of the harmfulness 

of that agreement to the proper functioning of normal competition.126 

The General Court decided that the EC evaluated the competition-restricting effects of 

the ‘non-marketing’ clause that was limited to the ‘947 patent in a wrong way.127 The EC 

did not properly take into account the effects that the ‘947 patent and Krka’s recognition 

of its validity could have on the assessment of Krka’s likely behavior in the absence of the 

settlement agreement. The events decisive for assessing whether Krka recognized 

validity of the ‘947 patent or its prospects of success in having the patent declared invalid 

was not properly took into account in the EC’s decision.128 At that time when the parties 

concluded the settlement agreement, there were strong indications leading parties to 

believe that the ‘947 patent was valid. Additionally, it was not established that Krka 

would have entered the market at risk, in particular the markets of France, the 

Netherlands and the UK.129  

With respect to the ‘non-challenge’ clause in the settlement agreement, the General 

Court concluded that it cannot be considered that in the absence of settlement agreement 

between the parties, Krka’s continuations of the proceedings against Servier would 

probably have allowed a faster invalidation of the Servier’s patent. The restrictive effects 

                                                      
124 Case T-684/ 14 Krka Tovarna Zdravil d.d v. Commission, Judgement of the General 
Court (Ninth Chamber) 12 December 2018. para 139.  
125 Case T-684/ 14 Krka Tovarna Zdravil d.d v. Commission, Judgement of the General 
Court (Ninth Chamber) 12 December 2018. para 142.  
126 Case T-684/ 14 Krka Tovarna Zdravil d.d v. Commission, Judgement of the General 
Court (Ninth Chamber) 12 December 2018. para 151.  
127 See European Commission Decision of 9.7.2014. Brussels C(2014) 4955 final.  
128 Case T-684/ 14 Krka Tovarna Zdravil d.d v. Commission, Judgement of the General 
Court (Ninth Chamber) 12 December 2018. paras 381 and 386-387.  
129 Case T-684/ 14 Krka Tovarna Zdravil d.d v. Commission, Judgement of the General 
Court (Ninth Chamber) 12 December 2018. paras 392 and 398.  



 46 

on competition of the ‘non-challenge’ clause in the settlement agreement have not been 

established by the EC.130  

Servier and Krka also concluded some complex side-deals including a license agreement. 

The General Court stated that the license agreement could also be an appropriate way to 

put down the dispute.131 According to the General Court, in order to establish that the 

licensing agreement was not concluded under normal market conditions and that it was 

as a way to cover up a reverse payment, the burden of proof relies on the EC. The EC had 

not sufficiently shown that the 3% royalty of Krka’s net sales was abnormally low, and 

therefore, the restriction of competition by object was not established in a way that is 

sufficient.132  

In the Servier case, the General Court partly followed its previous conclusions ruled in 

the Lundbeck case but, on the other hand, the present case was partly different and the 

General Court took approaches that it hasn’t previously considered. This case certainly 

brought some new perspectives and arguments to the landscape of pharmaceutical 

reverse payment patent settlements in the EU since there are not much cases with respect 

to reverse payment settlements in the EU. However, and even after this particular case, 

the interplay between competition law and IP law remains a challenging area.  

Clearly, the General Court emphasized the question of patent validity and the 

possibilities for the generic manufacturer to actually enter the market with a competing 

product. However, it is rather challenging to evaluate a legal and economic context in 

which the settlement agreement operates as the General Court ruled that the restrictive 

effects of the settlement agreement between Servier and Krka was not a restriction of 

competition by object but, the other settlement agreements between Servier and the 

other generic manufacturers, infringed the Article 101 TFEU. The new feature of the 

Servier case compared to the Lundbeck case was the side-deals between Servier and 

Krka, and the ruling that licensing agreements may be an appropriate way to resolve a 

patent dispute. The Servier case also points out the difficulty to define the relevant 

                                                      
130 Case T-684/ 14 Krka Tovarna Zdravil d.d v. Commission, Judgment of the General Court 
(Ninth Chamber) 12 December 2018. paras 440 and 451.  
131 Dans l’áffaire T-691/14 Servier SAS, Servier Laboratories Ltd and Les Laboratories 
Servier SAS v. Commission, Arrêt du Tribunal (neuvième chambre élargie) 12 décembre 
2018. para 946. In the paragraph 947, the Court also stated that the parties of the license 
agreement should recognize the validity of the patent.  
132 Dans l’áffaire T-691/14 Servier SAS, Servier Laboratories Ltd and Les Laboratories 
Servier SAS v. Commission, Arrêt du Tribunal (neuvième chambre élargie) 12 décembre 
2018. paras 952-953 and 963.  
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market in pharmaceutical cases but because of the limited length of this study, I will not 

further research the relevant market question, although, it is an integral part of 

competition law. 

3.3.4 The CJEU Case C-307/18 Generics UK etc.  

In the beginning of the year 2020, the CJEU clarified the criteria whether a reverse 

payment patent settlement agreement with respect to a dispute between an originator 

company and a generic manufacturer is contrary to EU competition law.133 The CJEU 

ruled on the characterization of reverse payment patent settlement agreements and the 

prohibition on practices or agreements that have as their object or effect the restriction 

on competition (Article 101 TFEU) as well as the prohibition on abuse of a dominant 

position (Article 102 TFEU).134  

In this case, the Competition Appeal Tribunal of the UK requested a preliminary ruling 

from the CJEU regarding the lawfulness of a decision given by the UK Competition and 

Markets Authority. The decision of the UK Competition and Markets Authority 

concerned the fact that certain companies had taken part in unlawful agreements and 

concerted practices and that financial penalties should be imposed on them.135 

GlaxoSmithKline (GSK) was the holder of the patent for paroxetine which is a 

prescription-only anti-depressant medicine and was marketed in the UK by the 

originator company GSK. Following the expiry of the GSK patent in January 1999 and 

the data exclusivity period in December 2000, GSK was faced with the possibility that 

manufacturers of generic medicines would seek a marketing authorization in the UK. In 

that period, GSK obtained a lot of ‘secondary’ patents, including patent GB 2 297 550. 

However, the patent GB 2 297 550, issued in 1997, was later declared partially invalid by 

the UK Patents Court, and the rest of such patent that remained valid, expired in 2016.136  

                                                      
133 Case C-307/18 Generics UK (Ltd), GlaxoSmithKline plc, Xellia Pharmaceuticals ApS, 
Alpharma LLC (formerly Zoetis Products LLC), Actavis UK Ltd and Merck KGaA v. 
Competition and Markets Authority, Judgment of the Court (Fourth Chamber) 30 January 
2020.  
134 See also Court Of Justice of the European Union, Press Release No 8/20 (Luxembourg, 
30 January 2020) 1. 
135 Case C-307/18 Generics UK (Ltd), GlaxoSmithKline plc, Xellia Pharmaceuticals ApS, 
Alpharma LLC (formerly Zoetis Products LLC), Actavis UK Ltd and Merck KGaA v. 
Competition and Markets Authority, Judgment of the Court (Fourth Chamber) 30 January 
2020. para 2.  
136 Case C-307/18 Generics UK (Ltd), GlaxoSmithKline plc, Xellia Pharmaceuticals ApS, 
Alpharma LLC (formerly Zoetis Products LLC), Actavis UK Ltd and Merck KGaA v. 
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Later, GSK was informed that many manufacturers of generic medicines were about to 

enter the UK market with their generic drugs. With the knowledge of possible generic 

entry to the UK market, GSK decided to enter three agreements with the manufacturers 

of generic medicines. The first agreement with IVAX Pharmaceuticals UK (IVAX) 

appointed IVAX as the “sole distributor” in the UK of paroxetine hydrochloride to be sold 

as an authorized generic medicine in return for an annual “promotional allowance” of 

3.2 million pounds sterling paid by GSK.137 With respect to the second agreement with 

Generics (UK) Ltd (GUK), the settlement agreement contained the discharge of the 

injunction and the cross-undertaking138 in damages given by GSK relating to the previous 

court proceedings between GUK and GSK. In addition, the agreement included the 

waiver of all claims to damages as well as the staying off proceedings. GSK also undertook 

to purchase GUK’s stock of generic paroxetine intended for sale in the UK for a sum of 

12,5 million US dollars, to pay 50% of the GUK’s legal costs up to maximum of 0,5 million 

pounds sterling and to pay GUK an annual marketing allowance of 1,65 million pounds 

sterling.139 

The third agreement between GSK and Alpharma followed the infringement proceedings 

brought by GSK against Alpharma and GSK’s claim for interim relief. Regarding the 

infringement proceeding between GSK and Alpharma, the court indicated that such 

interim relief was likely to be granted, Alpharma gave an undertaking to the court not to 

sell paroxetine in the UK prior to the delivery of the final judgment and GSK gave a cross-

undertaking in damages. In the settlement agreement, the parties agreed to discharge 

their reciprocal undertakings and to abandon their claims. GSK also promised to pay 0,5 

million pounds sterling with respect to the legal costs in the proceedings, and Alpharma 

would enter into a sub-distribution agreement with IVAX for the supply of paroxetine. 

In addition, GSK agreed to pay 3 million pounds sterling to the Alpharma in respect to 

                                                      
Competition and Markets Authority, Judgment of the Court (Fourth Chamber) 30 January 
2020. paras 7-9.  
137 Case C-307/18 Generics UK (Ltd), GlaxoSmithKline plc, Xellia Pharmaceuticals ApS, 
Alpharma LLC (formerly Zoetis Products LLC), Actavis UK Ltd and Merck KGaA v. 
Competition and Markets Authority, Judgment of the Court (Fourth Chamber) 30 January 
2020. paras 10-12.  
138 “Cross-undertaking in damages” refers to a situation in which GSK gave an undertaking 
to the court to compensate GUK for any loss or harm that it might sustain if the interim 
injunction was granted at the initial hearing, but that injunction was held to be inappropriate.   
139 Case C-307/18 Generics UK (Ltd), GlaxoSmithKline plc, Xellia Pharmaceuticals ApS, 
Alpharma LLC (formerly Zoetis Products LLC), Actavis UK Ltd and Merck KGaA v. 
Competition and Markets Authority, Judgment of the Court (Fourth Chamber) 30 January 
2020. para 13.  
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the production cost for launch in the UK market by Alpharma of paroxetine and 100 000 

pounds sterling per month for a period of 12 months as a “marketing allowance”. 

Alpharma were also given a chance to purchase some products that GSK might sell in 

other therapeutic areas. On the contrary, Alpharma undertook not to make, import or 

supply in the UK any paroxetine hydrochloride other than what it would purchase from 

IVAX or what would be manufactured by GSK. The agreement also contained a clause 

that gave a right to Alpharma to terminate the agreement on one month’s notice in the 

event of the formation of a “generic market” or on the demise “whether by invalidation, 

surrender, abandonment, or otherwise” of the process claim in the GB 2 297 550. 

Alpharma actually exercised such a right in a parallel case that permitted manufacturers 

of generic drugs to enter the market, and Alpharma entered the paroxetine market in 

February 2004.140  

In its judgment, the CJEU ruled that the prohibition of the Article 101(1) TFEU applies 

to the agreement between undertakings if the agreement has negative and appreciable 

effect on competition within the internal market, which presupposes that such 

undertakings has to be in a relationship of potential competition. The CJEU stated that 

the in order to evaluate the potential competition aspect, it must be determined whether 

there are real and concrete possibilities of joining that market for the undertaking that is 

not yet present in the market.  An intention and an inherent ability of the generic drug 

manufacturer to enter the market must be evaluated as well. However, patent rights 

themselves do not constitute barriers to enter the market as such since their validity can 

be contested.141  

With respect to a restriction of competition by object, the CJEU ruled that the concept of 

a restriction of competition by object must be interpreted strictly and must be applied 

only to some concerted practices between undertakings which reveal, in themselves and 

having regard to the content of their provisions, their objectives, and the economic and 

legal context of which they form part, a sufficient degree of harm to the competition 

without necessarily taking into consideration the effects of the agreements since some 

                                                      
140 Case C-307/18 Generics UK (Ltd), GlaxoSmithKline plc, Xellia Pharmaceuticals ApS, 
Alpharma LLC (formerly Zoetis Products LLC), Actavis UK Ltd and Merck KGaA v. 
Competition and Markets Authority, Judgment of the Court (Fourth Chamber) 30 January 
2020. para 14.  
141 Case C-307/18 Generics UK (Ltd), GlaxoSmithKline plc, Xellia Pharmaceuticals ApS, 
Alpharma LLC (formerly Zoetis Products LLC), Actavis UK Ltd and Merck KGaA v. 
Competition and Markets Authority, Judgment of the Court (Fourth Chamber) 30 January 
2020. paras 30-31, 36, 44, 49 and 51.  
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forms of coordination between undertakings can be regarded, by their very nature, as 

being harmful to the proper functioning of normal competition.142 

With respect to a restriction of competition by effect, the CJEU stated that in order to be 

able to assess the real effects of reverse payment settlement agreement on competition, 

it is necessary to determine how the market will probably operate and be structured in 

the absence of concerted practice, but there is no need to predict the probability of a 

generic manufacturer being successful in the patent proceedings or that the parties 

would probably have concluded a less restrictive settlement agreement.143 

The CJEU also discussed about the concept of an abuse of a dominant market position 

(Article 102 TFEU), and the definition of a relevant market is a prerequisite of any 

assessment of whether the undertaking concerned hold a dominant position.144 It stated 

that the product market must be determined in a way that takes into account the generic 

versions of the medicine whose manufacturing process is protected by the patent.145 The 

CJEU stated that the Article 102 TFEU must be interpreted as meaning that, in a 

situation where a manufacturer of originator medicines containing an active ingredient 

which is the public domain but the process of manufacturing is protected by a process 

patent, provided that the generic manufacturers are in a position to enter the market 

with sufficient strength to constitute a serious counterbalance to the manufacturer of 

originator medicines already on that market. Secondly, the CJEU stated that finding of 

an abuse of a dominant position presupposes an adverse effect on the competitive 

structure of the market.146 The CJEU also discussed about the anticompetitive effects 

                                                      
142 Case C-307/18 Generics UK (Ltd), GlaxoSmithKline plc, Xellia Pharmaceuticals ApS, 
Alpharma LLC (formerly Zoetis Products LLC), Actavis UK Ltd and Merck KGaA v. 
Competition and Markets Authority, Judgment of the Court (Fourth Chamber) 30 January 
2020. para 67. 
143 Case C-307/18 Generics UK (Ltd), GlaxoSmithKline plc, Xellia Pharmaceuticals ApS, 
Alpharma LLC (formerly Zoetis Products LLC), Actavis UK Ltd and Merck KGaA v. 
Competition and Markets Authority, Judgment of the Court (Fourth Chamber) 30 January 
2020. para 120-121. 
144 Case C-307/18 Generics UK (Ltd), GlaxoSmithKline plc, Xellia Pharmaceuticals ApS, 
Alpharma LLC (formerly Zoetis Products LLC), Actavis UK Ltd and Merck KGaA v. 
Competition and Markets Authority, Judgment of the Court (Fourth Chamber) 30 January 
2020. para 127. 
145 Case C-307/18 Generics UK (Ltd), GlaxoSmithKline plc, Xellia Pharmaceuticals ApS, 
Alpharma LLC (formerly Zoetis Products LLC), Actavis UK Ltd and Merck KGaA v. 
Competition and Markets Authority, Judgment of the Court (Fourth Chamber) 30 January 
2020. para 123-124. 
146 Case C-307/18 Generics UK (Ltd), GlaxoSmithKline plc, Xellia Pharmaceuticals ApS, 
Alpharma LLC (formerly Zoetis Products LLC), Actavis UK Ltd and Merck KGaA v. 
Competition and Markets Authority, Judgment of the Court (Fourth Chamber) 30 January 
2020. paras 140 and 147.  
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that may be justified if the party engaged in it proves that anticompetitive effects may be 

counterbalanced by advantages in terms of efficiency that also benefit consumers.147   

3.3.5 A Short Summary of the EU Case Law Principles  

As we may notice, reverse payment patent settlement agreements are also strongly 

present in the EU, and the courts of the EU have faced reverse payment patent settlement 

cases. In the EU, the evaluation of reverse payment settlement agreements have been 

largely focusing on EU competition legislation (Articles 101 and 102 TFEU), and the 

courts have ruled as well as given guidance on how to interpret reverse payment 

settlements in the light of EU competition legislation. 

Especially, the courts of the EU have been evaluating the concepts of a restriction of 

competition by object and by effect.  With respect to the first one, the court ruled that it 

should be interpreted strictly while evaluating if a reverse payment settlement agreement 

has caused a sufficient degree of harm to the market and if such an agreement is 

anticompetitive by its very nature. With respect to the latter one, the real effects of a 

reverse payment settlement agreement must be evaluated taking into account how the 

market will probably operate but it is not necessary to predict the outcome of possible 

patent proceedings and their success. 

Real chances and the intention of a generic manufacturer to enter the market have to be 

also taken into consideration, and evaluate if an originator and the manufacturer of a 

generic drug are potential competitors while also evaluating if reverse payment 

settlements cease the independent efforts of generic manufacturers to enter the market 

and eliminate competitive pressure in the relevant market. With respect to the market 

exclusion, the behavior is probably to be considered violating competition laws of the EU 

if the market exclusion is achieved by the value transfer and not by the strength of the 

patent in question. It is also worthy to note that according to the current EU case law, a 

valid patent does not exclude possible competition as such. 

However, it is interesting to notice that a balance between the need to allow companies 

to make settlements, as well as the need to prevent the risk of misuse of settlement 

agreements contrary to competition law leading to entirely invalid patents has to be 

                                                      
147 Case C-307/18 Generics UK (Ltd), GlaxoSmithKline plc, Xellia Pharmaceuticals ApS, 
Alpharma LLC (formerly Zoetis Products LLC), Actavis UK Ltd and Merck KGaA v. 
Competition and Markets Authority, Judgment of the Court (Fourth Chamber) 30 January 
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maintained and a creation of unjustified financial burden for public budgets needs to be 

take into consideration. Reverse payment patent settlement agreements containing ‘non-

challenge’ or ‘non-marketing’ clauses may also be valid from the competition point of 

view, at least, if such agreements are based on parties’ recognition of validity of a patent 

at issue. All in all, reverse payment patent settlement agreements do not necessarily 

violate EU competition law, and the analysis shall be made case-by-case taking into 

account many different factors. 



 53 

4 THE PATENT MISUSE DOCTRINE IN THE US AND THE 
PROHIBITION OF ABUSE OF RIGHTS IN CIVIL LAW 
COUNTRIES 

 

4.1 Definition of the Patent Misuse Doctrine in the US 

Nowadays, a concept of patent misuse lies at the crossroads of patent and antitrust law, 

in the US. The original idea of the patent misuse doctrine is that the right given by the 

law should not be abused.148 However, similar doctrine can be found from civil law 

countries as well, although it is not identical to the patent misuse doctrine created by the 

Supreme Court of the US. Civil law countries recognize the abuse of rights doctrine in 

many countries while in some of the civil law countries, the doctrine is codified and in 

others, it is based on the court rulings and interpretations.149  

Patent misuse in the US is generally defined as an impermissible attempt to extend the 

time or scope of the patent grant.150 Patent misuse is a defense to a claim of patent 

infringement as an alleged patent infringer may defend itself by claiming that a plaintiff 

has improperly broadened the scope of its patent. Patent misuse, as an affirmative 

defense in the US, may also be asserted by a defendant who is not himself a victim of a 

plaintiff’s alleged misconduct. This means that the patent misuse doctrine allows any 

person harmed by the practice to use the defense, and it is not restricted to those who 

had negotiated with a patentee.151 However, it can only be used as a defense, not as an 

independent claim.152  

If a patent holder has misused its patent, courts will refuse to enforce a patent against 

any infringer. As a result of this kind of misconduct, a patent holder will be denied relief 

                                                      
148 See next chapter 4.2 where I will discuss about the history and the development of the 
patent misuse doctrine.  
149 Byers, Michael ‘Abuse of Rights: An Old Principle, A New Age’ (2002) 47 McGil L.J. 389, 
389 and 392-395. About the abuse of rights doctrine in civil law countries, see chapter 4.5.  
150 About the definition of the patent misuse, please see White, Katherine E., ‘A Rule for 
Determining when Patent Misuse Should be Applied’ (2001) 11 Fordham Intell. Prop. Media 
& Ent. L.J. 671, 676-677 and Cotter, Thomas F. ’Misuse’ 44 Hous. L. Rev. 901 (2007) 901-
902.  
151 Feldman, Robin C., ’The Insufficiency of Antitrust Analysis for Patent Misuse’ 55 Hastings 
L.J. (2003). 399, 399 and 402. See also White, Katherine E., ‘A Rule for Determining when 
Patent Misuse Should be Applied’ (2001) 11 Fordham Intell. Prop. Media & Ent. L.J. 671, 676 
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until an abusive practice has been abandoned and effects of a practice has dissipated.153 

A remedy for patent misuse leads to unenforceability of a patent against that particular 

infringer, and no monetary damages will result in patent misuse. However, patent 

misuse will not result in invalidation of a patent in its entirety but a patent just becomes 

unenforceable against the defendant who claims and proves that a patent owner has 

misused its patent.154 

An alleged infringer must show that a patent holder has impermissibly broadened a 

physical or temporal scope of a patent grant.155 However, the courts of the US have 

disagreed about the fact that does the conduct result in patent misuse has to violate 

antitrust laws as well in order to be seen as patent misuse.156 Later in the chapter 4.3.2, I 

will discuss more about the complicated relationship between the patent misuse doctrine 

and antitrust laws. In addition, it is worthy to note that as the patent misuse doctrine is 

created by the courts of the US, opinions on how to interpret such doctrine varies much, 

and different courts have different opinions on how it should be applied and interpreted. 

4.2 A Short Overview of the Patent Misuse Doctrine’s History 

Originally, the patent misuse doctrine was created by the Supreme Court of the US, and 

such doctrine is initially based on the law of equity as such doctrine shares features with 

the equitable doctrine of unclean hands as well as with antitrust law. Actually, patent 

misuse is an extension of the equitable doctrine of unclean hands157 that manifests the 

principle that one cannot seek equitable relief or assert an equitable defense if that party 

has violated an equitable principle such as good faith. In addition, any willful misconduct 
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Bard Sys. v. M3 Sys., Inc., 157 F.3d 1340, 1372 (Fed.Cir. 1998) in which it is stated that patent 
misuse arises from the equitable doctrine of unclean hands.  
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that is, for example, unfair, dishonest, fraudulent, or performed in bad faith may 

comprise “unclean hands” under the doctrine of unclean hands.158 

4.2.1 Important Cases Shaping the Patent Misuse Doctrine 

As stated earlier, patent misuse is a court-made doctrine. It first appeared in the 1917 in 

the Supreme Court decision known as Motion Picture Patents case159.  In the Motion 

Picture Patents case, the plaintiff owned the patent to the mechanism for feeding a film 

through the machine with a regular, uniform and accurate movement and not expose the 

film to excessive strain.160 The case was against three defendants as joint infringers of the 

plaintiff’s patent. The defendants disputed validity of the plaintiff’s patent, denied 

infringement and claimed an implied license to use the patented machine.161  

The patent holder licensed its patent covering the specific mechanism on the condition 

that all movie projectors shall contain a notice precluding the use of any film not 

manufactured by the patent holder. Further, the agreement contained a clause that the 

licensee shall not sell any machine at less than the plaintiff’s list price.162 Two questions 

may be raised with respect to this case. First of all, may a patent holder or his assignee 

license another to manufacture and sell the patented machine, with a notice that limits 

the use of it by the purchaser to films which are not part of the patented machine, and 

which are not patented? Secondly, may the assignee of the patent which has licensed 

another to make and sell the machine, by a notice attached to the machine limit the use 

of it by the purchaser to terms not mentioned in the notice but which are to be fixed by 

assignee of a patent by its discretion?163  

The Supreme Court of the US ruled that these kinds of restrictions breached patent policy 

by imposing a license restriction falling outside the scope of the patent.164 The Supreme 

Court based its decision on the principles of patent policy instead of linking the antitrust 

analysis into the case. The Supreme Court stated that a restriction that would give to the 

plaintiff improper power over an industry shall be void because it is, in its entirety, 

without the scope and purpose of US patent laws and it would be seriously injurious to 
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the public interest which is more a favorite of the law than is the promotion of private 

fortunes.165  

Another major case discussing the patent misuse doctrine is Morton Salt Co. v. G.S. 

Suppiger Co.166. The case concerned a corporation which sold salt tablets to a canning 

trade and owned a patent on a machine on depositing such tablets in a process of 

canning. The corporation licensed the canners to use its machines but only with a 

condition that the tablet used with them should be bought from the subsidiary of the 

same corporation.167  

In this case, the Supreme Court of the US addresses the importance of limiting a 

patentee’s monopoly protection so that it does not extend a monopoly granted by a 

patent. The Supreme Court reasoned that a patent gives an inventor a special privilege 

that carries out a public policy adopted by the Constitution and laws of the US.168 

According to the Constitution of the US, “The Congress shall have power to promote the 

progress of science and useful arts by securing for limited times to authors and 

inventors the exclusive right to their respective writings and discoveries”.169 

Nevertheless, according to the Supreme Court, the public policy excludes from it all that 

is not embraced in the invention. In addition, the public policy forbids use of a patent in 

a way that secures an exclusive right or limited monopoly not granted by the Patent 

Office and which is contrary to the public policy to grant.170 A patent affords no immunity 

for a monopoly not within the grant. In this Morton Salt case, the Supreme Court also 

pointed out that it seemed that the respondent made use of its patent monopoly to 

restrain competition in the marketing of unpatented articles for use with the patented 

machines and aided in the creation of limited monopoly in the tablets not within the 

grant by the patent.171 However, the analysis and the reasoning of the Supreme Court 

rested with patent laws and the patent policy instead of antitrust legislation. This means 

                                                      
165 Motion Picture Patents Co. v. Universal Film Co., 243 U.S. 502, 519 (1917).  
166 Morton Salt Co. v. G.S. Suppiger Co., 314 U.S. 488 (1942).  
167 Morton Salt Co. v. G.S. Suppiger Co., 314 U.S. 488, 489-491 (1942). 
168 Morton Salt Co. v. G.S. Suppiger Co., 314 U.S. 488, 492 (1942). 
169 U.S. Const. art. I, § 8, cl. 8.  
170 Morton Salt Co. v. G.S. Suppiger Co., 314 U.S. 488, 492 (1942). 
171 Morton Salt Co. v. G.S. Suppiger Co., 314 U.S. 488, 491 (1942). Additionally, the Supreme 
Court declined to limit the patent misuse doctrine to cases in which the patentee’s 
misconduct relates to the particular act or transaction at issue or in which the defendant 
competed with the plaintiff in the market for the unpatented product. See Morton Salt Co. v. 
G.S. Suppiger Co., 314 U.S. 488, 493-494 (1942).  



 57 

that the logic of the patent policy and patent misuse are connected to each other and the 

latter one must flow from the first one.  

Before the end of the 1980’s, the courts of the US defined patent misuse as an improper 

extending of time or the scope of the patent grant. The question of whether there was 

patent misuse at hand was answered according to patent principles.172 This means that 

the patent misuse doctrine was based on patent policy and laws of the US instead of 

linked to antitrust rules. Nevertheless, in the Windsurfing patent infringement case173 

the Federal Circuit reframed the patent misuse doctrine and ruled that in order to prove 

patent misuse the alleged infringer must show that the patentee has impermissibly 

broadened the physical or temporal scope of the patent grant with anticompetitive 

effect.174 In this way, the Federal Circuit created a new requirement for the patent misuse 

doctrine. In order to constitute patent misuse, a patentee’s behavior must extend the 

time or scope of a patent grant but, in addition, it must also create anticompetitive 

effects. The Federal Circuit departed from the Supreme Court’s earlier ruling that tested 

patent misuse by patent policy. 

The Windsurfing case concerned a patent license agreement containing a provision 

forbidding the use of the licensor’s validly registered trademarks. The Windsurfing case 

is the most notable case in which the Federal Circuit demanded evidence of the 

anticompetitive behavior for finding patent misuse. Since the court held that requiring a 

licensee to acknowledge validity of the licensee’s trademarks does not restrain 

competition on the relevant market, it neither can be regarded as patent misuse because 

it must include impermissible broadening of the patent grant with anticompetitive 

effect.175 This case illustrates the application of antitrust doctrines to patent misuse. First, 

the court ruled that the license in question is not per se anticompetitive and then, applied 

the rule of reason analysis derived from antitrust law in order to determine whether the 

behavior unlawfully restrained competition in the relevant market.176  

The Windsurfing case raised a lot of debate whether to combine patent misuse to the 

antitrust analysis. The arguments in favor of the combining the antitrust analysis to 

patent misuse included the opinion that the misuse rules are too rigid for the economic 
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realities of the market place and thus, more robust economic doctrines embodied in 

modern antitrust law would provide a guidance that better suits for these kinds of cases. 

On the other hand, arguments against combining patent misuse to the antitrust analysis 

included arguments telling that courts had shown sufficient flexibility when applying the 

patent misuse rules, the patent misuse doctrine is valuable counter-weight to equitable 

doctrines that favor the patent holder and that the technology markets in which patents 

usually operate and have features that distinct from other types of markets.177 

4.2.2 Legislation Narrowing the Applicability of Patent Misuse 

During the 1940’s, the Supreme Court of the US made a lot of decisions applying the 

patent misuse doctrine, especially, in cases including restrictive license agreements. 

However, during the late 1980’s, the patent misuse doctrine almost disappeared. In the 

1988, the Congress enacted legislation called The Patent Misuse Reform Act178 (PMRA) 

that narrowed the scope of the applicability of the patent misuse doctrine. The PMRA 

was adopted in order to soften the outcome that led to a situation in which a patent owner 

loses the right to enforce its patent, at least until the conduct that has constituted the 

misuse has ceased and its effects has been purged. The aim was to create more coherence 

in the interpretations of the patent misuse doctrine because the doctrine was criticized 

that it was applied rather inconsistently, and analogous cases were decided differently.179  

The Congress enacted legislation that relates to tying and, therefore, carved out two 

exceptions where patent misuse would no longer apply unless a patent holder has market 

power in the relevant market. First, patent misuse would not apply to refusals to license, 

and secondly, it would not apply to tying cases. The law of patent misuse for issues other 
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than stated in the previous sentence stood as it had been before. However, the courts of 

the US have abridged the scope of the patent misuse beyond the level of Congress 

dictated.180 

During the next decade, the Federal Circuit headed to a new direction as it started to 

require the application of the antirust rule of reason in order to support a finding of 

patent misuse. In order to understand the Federal Circuit’s reasoning, we should 

separate three different questions as well as analyze how antirust and patent law 

addresses them. First question should be that what harm the law is aiming to identify. 

Secondly, we may ask that what type of test will be used to identify it, and thirdly we may 

ask that what elements will be considered under the test.181  These questions may help in 

order to analyze whether or whether not to apply the antitrust rule of reason to patent 

misuse. Although, it is rather difficult to find an exact answer to these questions.   

As we notice, the Congress, at least in some way, linked antitrust to patent misuse by 

borrowing an element from antitrust legislation. In the PMRA wording, the Congress 

combined market power to the patent misuse analysis, and this may raise questions 

whether the antitrust analysis should be linked to the patent misuse doctrine in all cases 

in which patent misuse claims would be presented.182 Should the PMRA be interpreted 

as entitling the use of antirust test in all patent misuse cases?  

The Senator Concini stated that the legislation enacted in 1988 does not impose the rule 

of reason analysis before a tie-in can be held to constitute misuse. In addition, Senator 

Leahy, who had authored the language that the Senate originally approved, dictated that 

this approach adopted in the 1988 legislation is rather different from the original patent 

misuse proposal but it does not mean that the Congress has rejected the earlier Senate 

proposal and now believes that the traditional misuse doctrine should be retained intact 

in many other areas in which it may be applied by the courts.183 However, despite all the 

                                                      
180 White, Katherine E., ‘A Rule for Determining when Patent Misuse Should be Applied’ 
(2001) 11 Fordham Intell. Prop. Media & Ent. L.J. 671, 674 and Feldman, Robin, ‘Should We 
Breathe Life into Patent Misuse’ Hastings College of Law (2003) 24.  
181 Feldman, Robin C., ’The Insufficiency of Antitrust Analysis for Patent Misuse’ 55 Hastings 
L.J. (2003) 399, 421-422. 
182 Feldman, Robin C., ’The Insufficiency of Antitrust Analysis for Patent Misuse’ 55 Hastings 
L.J. (2003) 399, 423. 
183 Feldman, Robin C., ’The Insufficiency of Antitrust Analysis for Patent Misuse’ 55 Hastings 
L.J. (2003) 399, 423-424.  



 60 

statements from the Senators, the interpretation and application of the doctrine by the 

courts will show how it has been evolved during the years.  

After the 1988 Act, if a patent holder engages in tying acts, there can be no finding of 

patent misuse if a patent has no market power. However, the law for other forms of 

patent misuse remained unchanged. In the 1992, the Federal circuit altered the law by 

requiring a full antitrust analysis in a patent misuse case that did not relate to tying. The 

Mallinckrodt v. Medipart184 case involved patented medical devices which the patent 

holder sold to hospitals on the condition that the hospitals dispose of them after a single 

use.185 However, the hospitals ignored this restriction and sent their used devices to 

Medipart for reconditioning and, after that, used the devices again. Therefore, 

Mallinckrodt filed an infringement suit against Medipart for direct infringement and for 

inducing the hospitals to infringe through reuse.186  

The Mallinckrodt case cited to Windsurfing case discussed in the chapter 4.2.1. However, 

the Federal Circuit did not have authority to require the antitrust analysis without 

Congressional or Supreme Court action, and the fact that the Congress failed to pass 

legislation combining patent misuse and the antitrust analysis, the Federal Circuit lacked 

authority to alter the doctrine as it did in the Mallinckrodt case. In this Mallinckrodt case, 

the question of whether a patent owner’s behavior falls outside the scope of the patent is 

linked to the antitrust analysis and anticompetitive effects which are measured by the 

rule of reason.187 

4.2.3 History in Sum 

As we see, the history of patent misuse has modified the doctrine in many ways as well 

as led us to a little confusion on how to apply and interpret the patent misuse doctrine. 

Should it be linked to the antitrust rule of reason and anticompetitive aspects? First, it 

seemed that such doctrine should be separated from the antitrust rule of reason but after 

the legislative amendments, the situation got more unclear while the Federal Circuit 
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started to apply the rule of reason analysis to patent misuse cases without a proper 

authority from the Supreme Court.  

However, after Mallinckrodt, the Federal Circuit rulings applied the patent misuse 

doctrine with a greater emphasis to the older rulings on the patent misuse doctrine as a 

separate doctrine from antitrust but later the Federal Circuit cases started to get rather 

difficult to follow while this could have reflected the lack of clarity of antitrust legislation 

and its application. Sometimes, the language that the Federal Circuit used in its 

reasoning has caused confusion on how the test of patent misuse should be applied after 

all. In the Windsurfing case, the court aimed to change the doctrine of patent misuse but 

after that, the doctrine of patent misuse has been confronting a lot of challenges with 

respect to its definition and application.188  

Next, I’m going to discuss the appearance of the patent misuse doctrine today, and the 

leading case shaping such doctrine in the US. In addition, I will discuss about the 

differences in antirust and patent principles and if the rule of reason analysis should be 

distinct from the patent misuse evaluation. 

4.3 The Patent Misuse Doctrine Today 

4.3.1 Actavis as the Leading Case 

The leading case with respect to the patent misuse doctrine and reverse payment patent 

settlements is the Supreme Court case Actavis189. Prior to the Supreme Court’s ruling on 

the Actavis case, courts had been ruling judgments that varied from each other, and the 

lack of Supreme Court’s judgment before Actavis didn’t make the status quo any clearer. 

However, in 2013, the Supreme Court of the US ruled that patent litigation settlements 

involving reverse payments are not immune from antitrust scrutiny and are subject to an 

antitrust rule of reason analysis in order to determine if they are likely to result in 

unjustified as well as anticompetitive harm.190  

The most likely, the Actavis decision had a significant impact on pharmaceutical 

industry. This decision may encourage relevant competition officers to attack against 

reverse payment settlements which means that pharmaceutical companies planning to 

engage a reverse payment settlement agreement should consider the anticompetitive 

                                                      
188 Feldman, Robin C., ’The Insufficiency of Antitrust Analysis for Patent Misuse’ 55 Hastings 
L.J. (2003). 399, 426-430.  
189 FTC v. Actavis, Inc., 133 S. Ct. 2223, 2229 (2013). See also the chapter 3.2.2 of this thesis.  
190 See chapter 3.2.2.  



 62 

effects of such agreements.191 The Actavis case had an impact on both, the patent misuse 

doctrine and a patent-antitrust interface.192  

Based on the current interpretation by the Supreme Court of the US, it seems that the 

patent misuse doctrine is reformulated into an antitrust-connected doctrine that has no 

independent relevance without the rule of reason analysis that elaborates from antitrust 

legislation. According to this decision, reverse payment settlements may breach antitrust 

legislation even if these settlements were within the scope of the patent owner’s patent 

rights. However, this decision also raised a lot of debate about the need to assess patent’s 

validity and infringement as well as if the analysis that is based on antitrust principles is 

suitable at all for a patent case.193 All in all and despite the different opinions, the current 

situation with respect to the patent misuse doctrine seems to be that, according to the 

US Supreme Court’s interpretation, the patent misuse doctrine should be linked to 

antitrust analysis and reverse payment settlements should be analyzed under the 

antitrust scrutiny. 

4.3.2 Should the Antitrust and the Patent Misuse Doctrine be Separated?  

The question that raises a lot of different opinions and fierce argumentation is whether 

the doctrine of patent misuse should exist independently from the antitrust inquiry.194 

In this chapter, my aim is to find reasoning for support of the patent misuse doctrine’s 

independent existence as it used to be. However, it is still rather clear that patent 

legislation does not stand alone regulating pharmaceutical innovations as different legal 

areas usually coexist with each other and competition law has its own aims that cannot 

be totally ignored.195  
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As we may already know, the patent system addresses public policy concerns. It aims to 

encourage innovation and R&D. In addition, one of the goals of the patent system is 

ensuring that follow-on research building on previous inventions is not impeded by 

granting of an overly restrictive legal monopoly. The function of a patented invention as 

an output has to be balanced against its function as an input for further development. 

Patents create incentives for the primary invention but also aim to ensure incentives for 

follow-on inventions. An optimal length of patent protection is also linked to the amount 

of R&D resources devoted in an invention, and in the pharmaceutical industry, the 

amount as well as the costs of R&D are usually large.196  

In an economy based on information, policy objectives, that IPR’s aim to further, refer 

to a desire to maximize net-social benefits arising from new information assets as well as 

ensure an equal social net rate of return on investments. The information created should 

be used efficiently in order to gain maximal social benefit for producers and consumers 

as well as to ensure that the social costs of productions are minimized with regard to the 

social costs of producing new knowledge and the use of existing knowledge.197  

A challenge with public goods is that because they are indivisible and non-rival by nature, 

the competitive market fails to give incentives in order to induce an optimal amount of 

innovation. The competitive market usually leads to prices that are neat the marginal 

cost of production while, at the same time, fails to cover the high fixed production costs. 

Without an intervention made with IPR’s, a market failure could be possible. IPR’s create 

property rights, lower transaction costs, provide valuable information as well as contain 

a system for enforcement of such rights.198 Since IPR’s create property rights, could it be 

an acceptable that an owner of such property right uses its rights in any manner? Or, 
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should the use of such property right stay within the scope of given rights in order to 

avoid abusive practices? 

Antitrust law in the US aims to protect competition and prevent a creation of monopolies 

that would distort the markets and create anticompetitive effects in the marketplace.199 

However, under the US antitrust legislation, a firm that breaches antitrust laws must 

have market power as well and, therefore, without market power, a firm cannot create 

anticompetitive effects that antitrust law recognizes in the US. This link to market power 

applies also to the rule of reason analysis that requires a finding of market power. In the 

US, courts assess most antitrust practices under the rule of reason but antitrust law 

recognizes a “per se” rule as well that applies only to, so called, naked restraints of trade 

that means, for example, price fixing or market division.200  

However, a patent does not itself create any market power, and sometimes market power 

may be rather difficult to prove, and for that reason, the rule of reason has been called a 

circumlocution for non-liability. Using the antitrust rule of reason analysis in order to 

determine the question of impermissible extension of a patent holder’s patent rights 

would only apply to companies that have market power. Nevertheless, patent policy201 

and its goals are not limited to companies with market power.202   

However, even if a patent holder does not have market power, the rule of reason analysis 

may still be problematic to be used with respect to patent misuse as well as insufficient 

to address all patent policy concerns since patent policy focuses on extensions of patent 

rights that may crumble the whole patent system and its original goal that is to promote 

innovation and science. Antitrust may not be enough to respond a behavior that 

threatens patent policy objectives and the whole patent system whereas antitrust 

legislation aims to prevent anticompetitive effects created by the companies with market 
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power as well as illegal monopolies that would distort a proper functioning of a market 

economy.203 

The patent misuse doctrine has many features that differentiate it from antitrust laws. 

First, patent misuse is only available as an affirmative defense to patent infringement or 

breach of a license agreement while antirust constitute a federal cause of action. In 

addition, a defendant using the patent misuse doctrine has much less strict standing 

requirement than in an antitrust case. Also, a plaintiff that claims there is an antitrust 

violation must prove the actual antitrust injury in order to sustain a cause of action. A 

remedy for patent misuse is equitable in nature and, with respect to remedies, antitrust 

and patent misuse have major differences. A court will not enforce a patent against an 

alleged infringer if patent misuse is found whereas antitrust legislation grants damages 

in addition to injunctive relief while an injunctive relief in the only available remedy with 

respect to patent misuse.204  

With the antitrust rule of reason analysis, it may be challenging to evaluate whether the 

practice of a patent holder falls entirely within an express authorization of the US Patent 

Act. For example, a patent holder has a right to refuse to license its patents to others and, 

therefore, a refusal to license is not a violation of antitrust laws since a right to refuse to 

license derives from an applicable patent legislation. The patent misuse doctrine has 

greater scope and flexibility than the antitrust rule of reason analysis, but these 

characteristics may admittedly be seen negative as well if patent misuse makes it difficult 

to estimate that what is exactly allowed behavior and what is not.205  

In the light of the Actavis case, the Supreme Court of the US ruled that reverse payment 

patent settlements are not per se illegal but such settlements can sometimes violate 

antitrust laws and, therefore, the evaluation should be conducted in a case-by-case basis. 

The Supreme Court also rejected the scope of the patent test, and applied the rule of 

                                                      
203 Feldman, Robin C., ’The Insufficiency of Antitrust Analysis for Patent Misuse’ 55 Hastings 
L.J. (2003). 399, 401 and Leaffer, Marshall, ‘Patent Misuse and Innovation’ (Articles by 
Maurer Faculty, Paper 831, 2010) 142, 153.  
204 Leaffer, Marshall, ‘Patent Misuse and Innovation’ (Articles by Maurer Faculty, Paper 831, 
2010). 142, 153-154. However, the patent misuse doctrine has faced a lot of criticism and 
some commentators require that it should be folded into antitrust law given that the antitrust 
law is much more fully developed body of law than patent misuse and by applying antitrust 
rules could give more clarity in the patent misuse doctrine and eliminate the confusion.  
205 Hovenkamp, Herbert J., ’The Rule of Reason and the Scope of the Patent’ (University of 
Pennsylvania Law School, Penn Law: Legal Scholarship Repository, 2015) 515, 518 and 
Leaffer, Marshall, ‘Patent Misuse and Innovation’ (Articles by Maurer Faculty, Paper 831, 
2010) 142, 157.  
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reason analysis in order to determine whether the settlement agreements in question 

were illegal, although the dissenting judges would have applied the scope of the patent 

test in order to determine if the patent holder’s conduct was inside the scope of the 

granted patent rights.206 The scope of the patent may be seen as a walled area whose 

contents are free from antitrust scrutiny provided that the challenged conduct stays 

inside the walls.207 

The question is that could the rule of reason analysis and the scope of the patent test 

coexist in a way that, first, a competent court should analyze whether a patent holder’s 

conduct stays inside the scope of the patent, and if not, then analyze whether a conduct 

breaches antitrust laws?  The Supreme Court’s ruling in Actavis case leads us to a 

conclusion that the answer is no, we should not, although according to the dissenting 

judges the answer would have been different.  

However, it might be rather challenging to determine whether a certain kind of a conduct 

stays inside the scope of the patent, and when such a conduct exceeds the walls of the 

scope of the patent but, at least, it could be worthwhile to analyze the scope of the patent 

before conducting an antirust analysis. For example, if the competitor-exclusion 

agreement terminates prior to a patent’s expiration date, a conduct of a patent holder 

does not necessarily go beyond the term or scope of the granted patent. 

The scope of the patent test could be useful in order to evaluate a conduct that is 

inconsistent with patent policy and applicable patent legislation since antitrust 

legislation has its own objectives in a different field of law. However, when analyzing if 

something is contrary to antitrust laws and creates illegal restraints of trade or 

monopolies, it is a question that should be analyzed in accordance with antitrust 

principles, and patent law alone cannot answer to that. It is clear that the both areas of 

law, antitrust as well as patent law, addresses different issues but they are closely linked 

to each other. Neither patent law nor antitrust law stand alone in regulating 

pharmaceutical innovations as legal systems tend to distribute different tasks to different 

areas of law. Patent law seeks to encourage innovation whereas competition law aims to 

provide necessary safeguards in order to protect healthy competition.208  

                                                      
206 See chapter 3.2.2. 
207 Hovenkamp, Herbert J., ’The Rule of Reason and the Scope of the Patent’ (University of 
Pennsylvania Law School, Penn Law: Legal Scholarship Repository, 2015) 515, 527.  
208 Moufang, Rainer, ’Patentability of Pharmaceutical Innovations: the European 
Perspective’ in ’Pharmaceutical Innovation, Competition and Patent Law – A Trilateral 
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The patent misuse doctrine as a doctrine addressing issues that comes up from the needs 

of patent law and the patent system should not be wholly combined with the rule of 

reason analysis which addresses different concerns than patent law. The patent holder 

should be able to use its patent with its limits. One example of the insufficiency of testing 

for patent misuse by applying antitrust rules is Reach-Through Royalties which is a 

licensing arrangement used in the biotech industry to license research tools. These tools 

comprise a large range of materials and when a company purchases rights to use a 

research tool, neither a company nor a patent holder knows for certain whether a 

research will be successful.209 

Only tiny fraction of chemicals will be successful, and a rare few will lead to blockbuster 

drugs that may produce billions of dollars in return. Because of this kind of uncertain 

environment, some patent holders have charged royalties measured as a percentage of 

the final product created through a process which included using a research tool. Such 

payments produce revenue from downstream commercial products to those who own IP 

right. These kinds of royalties have been criticized for creating a royalty stacking effect 

in which downstream research may be harmed since these royalty arrangements give 

upstream patent holders a right to be present at the downstream bargaining. However, 

the legal status of the Reach-Through Royalties is unclear.210  

The Reach-Through Royalties should also create patent misuse concerns with respect to 

expanding the scope of the patent and extending the time of a patent since they may 

result in royalties that paid long after a patent on a research tool has expired. In addition, 

a patent is not a guarantee that a patent holder will earn money in the future. Usually, 

royalty payments should stop when a patent expires and a patent steps into public 

domain. This may result a defensive research which means that a patent holder aims to 

forecast all the possible alternative solutions to a problem solved by a patent and obtain 

protection for those alternative innovations as well.211  

                                                      
Perspective’ (2013) Edited by Drexl, Josef and Lee, Nari, Edward Elgar Publishing Limited, 
United Kingdom. 54-55. 
209 Feldman, Robin C., ’The Insufficiency of Antitrust Analysis for Patent Misuse’ 55 Hastings 
L.J. (2003) 399, 439.  
210 Feldman, Robin C., ’The Insufficiency of Antitrust Analysis for Patent Misuse’ 55 Hastings 
L.J. (2003) 399, 439-443.  
211 Feldman, Robin C., ’The Insufficiency of Antitrust Analysis for Patent Misuse’ 55 Hastings 
L.J. (2003) 399, 441-443. See also Walsh, John P. and Cohen, Wesley M. ‘Research Tool 
Patenting and Licensing and Biomedical Innovation’ (2003) 288 and 305 in which it is stated 
that Reach-Through Royalties may be problematic because of their potential to deter 
innovation since third parties have little incentives to develop targets that are covered by the 
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These concerns with respect to the Reach-Through Royalties seem to be more linked to 

underlying patent policy and patent legislation rather than antitrust. In any case, in the 

US, antitrust would only apply if a company has market power which means that it would 

not be sufficient to address all the problems that relate to the Reach-Through Royalties. 

In addition, and with respect to the scope expansion of a patent, a patent holder may 

license its research tool to another party, and in this way, a patent holder may use its 

patent to get return based on someone else’s inventions while parties will share the risk 

relating to the return.212  

From perspective of the US antitrust legislation, this might not seem problematic unless 

this causes harm to markets. On the other hand, patent policy could be concerned 

because the ultimate goal of patents is to promote the progress of science and innovation 

but these Reach-Through Royalties may create a system that decreases the progress of 

science and innovation, and this problem should be addressed with patent policy since it 

is concerned with system wide effects of the behavior.213 

The Reach-Through Royalties example demonstrates that the antirust rule of reason 

analysis and the patent misuse doctrine should not be totally combine to each other, and 

if some issues shall only be evaluated under the antitrust rule of reason analysis then 

some important factors addressed by patent policy might be left without any attention or 

vice versa.  

4.4 Reverse Payment Settlements as Patent Misuse in the Light of the US 
and the EU Case Law 

4.4.1 Patent Misuse with an Antitrust Perspective in the US and in the EU 

Do reverse payment patent settlements constitute patent misuse? In the light of the 

Actavis case214 ruled by the Supreme Court of the US it seems that if patent misuse is 

always analyzed together with the antitrust rule of reason analysis, reverse payment 

settlements may violate antitrust legislation and from this perspective such settlements 

                                                      
Reach-Through obligations while the original patent holder is unlikely to think all of the 
possible applications of its innovation and, thereby, the progress of science is hindered.  
212 Feldman, Robin C., ’The Insufficiency of Antitrust Analysis for Patent Misuse’ 55 Hastings 
L.J. (2003) 399, 445-447.  
213 Feldman, Robin C., ’The Insufficiency of Antitrust Analysis for Patent Misuse’ 55 Hastings 
L.J. (2003) 399, 447-448. 
214 FTC v. Actavis, Inc., 133 S. Ct. 2223, 2229 (2013). 
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are also patent misuse. However, the Supreme Court ruled that such settlements may 

sometimes breach antitrust rules, and the analysis shall be made case- by-case.  

Also, in the EU, the courts have applied competition legislation to reverse payment 

patent settlement cases215, although, the patent misuse doctrine is not present in the EU 

as it is in the US. In the Servier case, the EU General Court emphasized that a balance 

must be struck between the need to allow companies to make settlements, as well as the 

need to prevent the risk of misuse of settlement agreements, contrary to competition law 

and leading to entirely invalid patents being maintained and an unjustified financial 

burden for public budgets. This means that settlement agreements are not entirely free 

from competition scrutiny, although they relate to patents.216 In addition and recently, 

the CJEU ruled on reverse payment settlements from the viewpoint of competition law, 

and in the light of such case, reverse payment settlement agreement may constitute a 

restriction of competition by object.217  

According to the interpretation of the Supreme Court of the US, the CJEU and the 

General Court of the EU, it seems that reverse payment patent settlement cases strongly 

relate to antitrust and competition legislation, and under the current legal status, reverse 

payment settlement agreements shall be viewed and evaluated under antitrust and 

competition laws. However, it is a question of interpretation if a settlement agreement 

violates antitrust and competition legislation and depends on the text of a settlement 

agreement while the analysis shall be made case-by-case.  

4.4.2 Patent Misuse without the Antitrust Analysis in the US and in the 
EU 

Another question is that, if reverse payment settlement agreements are to be evaluated 

under the patent misuse doctrine without the antitrust rule of reason analysis linked into 

this analysis, are such settlement agreements patent misuse which means that they 

improperly broaden the scope or term of the patent?218 Another problematic aspect that 

relates to the scope of the patent test is validity of an originator’s patent and weak 

                                                      
215 See chapter 3.3.  
216 Dans l’áffaire T-691/14 Servier SAS, Servier Laboratories Ltd and Les Laboratories 
Servier SAS v. Commission, Arrêt du Tribunal (neuvième chambre élargie) 12 décembre 
2018. See chapter 3.3.3.  
217 See chapter 3.3.4.  
218 See the definition of patent misuse in chapter 4.  
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‘secondary’ patents of originator companies. Are reverse payment settlements within the 

scope of the granted patent, and is an originator’s patent valid in the first place?  

Often reverse payment patent settlement agreements relate to originator’s ‘secondary’ 

patents that, in turn, relate to second medical indications. As such, patenting of a second 

medical indication seems to be allowed and authorized by the law in many EU countries 

as well as in the US, although in the US, the legislation relating to such activity varies 

from the one in the EU219.  

When analyzing the patent misuse doctrine in the context of reverse payment settlement 

agreements, we should primarily look at ‘secondary’ patents of originator companies, 

and if the scope of a ‘secondary’ patent covers reverse payment settlement agreements 

without improperly broadening the scope or length of a patent in a way that such 

settlement agreements could be regarded as appropriate actions by a patent holder.220 

Or, on the other hand, such settlement agreements could be regarded as inappropriate 

actions by an originator company and not included in the scope of the patent, and thus, 

could be viewed as patent misuse. 

Although, it is generally clear that new medical indications of new compounds are 

patentable, there are still left many open questions as to what constitutes a new medical 

use221, and this means that ‘secondary’ patents might be somewhat weak and uncertain 

with respect to their validity. However, there have been a number of cases on this subject 

decided by the EPO Boards of Appeal, as well as by the national courts in the EU. 

According to the EPO Boards of Appeal, a claim directed to a second medical indication 

                                                      
219 In Finland, the Patents Act (550/ 1967) Chapter 1, § 2, (4) states that the provision 
requiring that an invention be new, shall not preclude the grant of patents for known 
substances or compositions for use in a method referred to in § 1 (3), provided that the use 
of the substance or composition is not known for such method (§ 1 (3) refers to a section in 
which it is stated that the grant of a patent for products, compositions or substances that 
shall be used in surgical or therapeutic treatment or diagnostic methods practiced on humans 
or animals shall not be precluded) whereas according to the US law 35 U.S.C. § 100(b) patent 
protection is available for new uses of previously known pharmaceutical compounds but the 
format of the US relates to ”methods of treatment” of the new use.  
220 However, I do not mean to absolutely exclude the possibility that reverse payment 
settlement agreements could be conducted with respect to other than ‘secondary’ patents as 
well.  
221 Grubb, Philip W. and Thomsen, Peter R., ’Patents for Chemicals, Pharmaceuticals and 
Biotechnology – Fundamentals of Global Law, Practice and Strategy’ (Fifth Edition, Oxford 
University Press, New York 2010) 262. 
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should contain a defined compound or composition, a specified disease to be treated and 

a specific group of individuals to be treated222.  

The EPO Boards of Appeal has also stated that it is not sufficient to define a therapeutic 

use in terms of being linked to a certain biochemical mechanism unless a skilled person 

is clearly aware of a concrete test method in order to find out whether a given medical 

indication would be covered by the claimed biochemical mechanism, and it was held 

insufficient to direct claims to a use of a compound to treat any disease connected to a 

certain receptor.223 The EPC in Europe allows the same claim format for a second medical 

indication as was previously allowed only for first medical uses224. Such a purpose limited 

compound claim could, for example, have the following wording “Compound X for use 

in treating disease Z” or “Compound Y for the treatment of disease X”.225   

In Germany, the Federal Supreme Court have ruled that the German Patent Law did not 

prevent patenting of new uses of known pharmaceutical products, and the claim of the 

form “Use of compound Z for the treatment of disease Y” has been accepted.226 In the 

UK, the Court of Appeal decision in Bristol-Myers Squibb227 case ruled that for Swiss-

type claim228 to be valid, there should be a new therapeutic indication and not simply an 

improvement in an existing use, such as an improved dosage regimen, or the selection of 

a subgroup of patients for treatment. In Finland, there are not much court cases related 

to a second medical indication and its validity.  

In 2019, the Finnish Market Court took a stance on patent case that related to a claim of 

invalidity against the defendant’s European patent. The plaintiff claimed that the 

defendant’s European patent should be invalid but the defendant requested a right to 

                                                      
222 T 4/98 (OJ 2002, 139) SEQUUS/Liposome compositions. See also Grubb, Philip W. and 
Thomsen, Peter R., ’Patents for Chemicals, Pharmaceuticals and Biotechnology – 
Fundamentals of Global Law, Practice and Strategy’ (Fifth Edition, Oxford University 
Press, New York 2010) 262. 
223 T 241/95 (OJ 2001, 103) ELI LILLY/ Serotonin receptor.  
224 See EPC Art. 54(4) and Guidelines for Examination in the European Patent Office (Part D 
– Chapter VII-8, November 2019) Chapters VII-8 – VII-9.  
225 Grubb, Philip W. and Thomsen, Peter R., ’Patents for Chemicals, Pharmaceuticals and 
Biotechnology – Fundamentals of Global Law, Practice and Strategy’ (Fifth Edition, Oxford 
University Press, New York 2010) 262. 
226 X ZB 4/83 Hydropyridine IIC 2/84 215 (BGH).  
227 Bristol-Myers Squibb v. Baker Norton Pharmaceuticals & NaPro Biotherapeutics [2001] 
RPC 1 (CA).   
228 The Swiss-type claims are of the form ”Use of a compound Y for the preparation of an 
agent for the treatment of disease Z”. See Grubb, Philip W. and Thomsen, Peter R., ’Patents 
for Chemicals, Pharmaceuticals and Biotechnology – Fundamentals of Global Law, 
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limit its patent before a court with certain conditions that should be filled in order to be 

able to limit the patent.229 However, this case did not primarily concern a second medical 

indication but the Finnish Market Court analyzed the conditions for a second medical 

indication with regards to the defendant’s independent patent claim.230 The court noted 

that, with respect to European patents, the second medical indication that concerned a 

use-related product claim was legitimate only after the changes in the Finnish Patents 

Act (550/ 1967) in 2005. The court also emphasized that the grant of patents to known 

substances would be allowed only if a use of a substance is not known for a particular 

method in question.231 The Market Court also references to the EPC Enlarged Board of 

Appeal that allows further patent protection of substances or compositions already 

known as medicines provided that their use in a certain method is specific and not 

comprised in the state of the art.232  

There are also cases in which a competent court has held that there is a serious risk that 

a ‘secondary’ patent could be revoked because of a lack of novelty, and because a patent 

related more to the first medical use, although it should have related to the second 

medical use.233 In the light of the above-mentioned rulings by the EPO Boards of Appeal 

and national courts, it seems that a second medical indication and ‘secondary’ patents 

could be rather uncertain and weak with respect to their validity.  

If an originator company concludes a reverse payment settlement agreement with a 

generic manufacturer only because an originator knows that its patent is probably 

invalid, could it constitute patent misuse? In most jurisdictions, patents are assumed to 

be valid unless otherwise stated by a competent court or another authority234. However, 

if an originator pays to a generic in order to stay out of the market for a while, and validity 

of an originator’s patent will never be tested in a court proceeding and an originator 

knows that its patent probably is wholly or partly invalid, then it could be seen as patent 

misuse. An originator company could impermissibly extend the scope or length of the 

                                                      
229 MaO:131/ 19. 
230 MaO:131/ 19. IV.  
231 MaO:131/ 19. 33 and 36.  
232 MaO:131/ 19. 55. However, the conclusion was that the second medical indication did not 
apply in this case.  
233 See The Court of Appeals of the Hague, Bristol-Myers Squibb v. Yew Tree. ref. by Oosting, 
B. Patent World, March 1999, 24 and Patents Court, Bristol-Myers Squibb v. Baker Norton 
Pharmaceuticals and Napro Biotherapeutics, of 20 08 1998.  
234 Dans l’áffaire T-691/14 Servier SAS, Servier Laboratories Ltd and Les Laboratories 
Servier SAS v. Commission, Arrêt du Tribunal (neuvième chambre élargie) 12 décembre 
2018. para 234.  
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patent grant, for example, in a situation in which an originator’s ‘secondary’ patent is 

only partially valid. These kinds of actions would be against patent policy and its goals 

with respect to the progress of innovation and science since payments to a generic 

manufacturer may hinder innovation actions by generics taking into account that the 

idea behind the patent misuse doctrine is to prevent the abusive behavior of parties to 

whom certain rights are given. 

In addition, and as the EU General Court in the Servier case stated, the patent system is 

not meant to maintain entirely invalid patents in force which could lead to an unjustified 

financial burden for public budgets.235 In addition, are reverse payment settlement 

agreements even within the scope of the patent of an originator company if a whole 

patent does not exist? This is a problematic question that relates to the scope of the 

patent test236. Nevertheless, antitrust law cannot solve the question of patent validity, 

and it should be solved by patent law. Undoubtedly, the question of patent validity 

remains to be unsolved if an originator company and a generic manufacturer conclude a 

reverse payment settlement agreement.  

On the other hand, a ‘secondary’ patent of an originator could be a valid patent, although 

large amounts paid to a generic manufacturer do not indicate that a ‘secondary’ patent is 

valid. Does it then constitute patent misuse if an originator pays to a generic 

manufacturer in order to settle a dispute? As we may know, companies may legitimately 

settle their disputes and, sometimes, it may even be advisable237. Of course, one can never 

be absolutely sure if its patent will be successful in a dispute but there should be a right 

to settle disputes as well. However, terms of a settlement agreement should not 

impermissibly broaden the scope or time of an originator’s patent or, otherwise, such 

agreement could constitute patent misuse keeping also in mind the Servier case in which 

the court ruled that ‘non-challenge’ and ‘non-marketing’ clauses may be valid if parties 

of a settlement agreement recognize validity of a patent. Nevertheless, in practice it is 

difficult to know when an originator company pays to a generic manufacturer just 

                                                      
235 Dans l’áffaire T-691/14 Servier SAS, Servier Laboratories Ltd and Les Laboratories 
Servier SAS v. Commission, Arrêt du Tribunal (neuvième chambre élargie) 12 décembre 
2018. para 252.  
236 See chapter 3.2.3.2.  
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because it knows or assumes that its patent(s) is invalid, and in this way, invalid patents 

stay in force which can be seen to be against the original idea of patent policies. 

Nonetheless, it seems that when analyzing the patent misuse doctrine and reverse 

payment patent settlements together, the patent misuse based factors appear to be an 

agreement not to challenge patent term extensions and an agreement not to challenge 

validity of ‘secondary’ patents of an originator, and the tools for analyzing such factors 

could be offered by the applicable patent legislation.  

4.5 The Abuse of Rights Doctrine in Civil Law Countries 

As the patent misuse doctrine discussed earlier in this chapter 4 derives from the US, 

civil law countries widely recognize the abuse of rights doctrine which has several 

meanings and is difficult to exactly define. An abuse of rights may mean situation when 

the exploitation of an individual right injuriously affect the interests of the community. 

The abuse of rights doctrine derives from the national legal systems and its 

interpretations as well as content may vary among states.238  In general, the abuse of 

rights doctrine can be understood as a principle that aims to correct the application of a 

rule of law based on standards such as good faith, fairness and justice if the objective of 

a certain rule has not been achieved.239   

Because the content and application of the abuse of rights doctrine greatly vary among 

national legal systems, it may be difficult to identify it as a common principle expect in 

the most general of terms. In some jurisdictions, the abuse of rights doctrine has a wide 

compass.240 For example, article 2 of the first chapter in Swiss Civil Code states that 

“Chacun est tenu d’exercer ses droits et d’exécuter ses obligations selon les règles de la 

bonne foi. L’abus manifeste d’un droit n’est pas protégé par la loi”. The article 2 of the 

Swiss Civil Code contains the requirement to follow the principle of good faith (bonne 

foi) to which the prohibition of abuse of rights is attached. This article is defined in a very 

                                                      
238 Byers, Michael ‘Abuse of Rights: An Old Principle, A New Age’ (2002) 47 McGil L.J. 389, 
389.   
239 Lenaerts, Annekatrien ’The General Principle of the Prohibition of Abuse of Rights: A 
Critical Position on Its Role in a Codified European Contract Law’ (2010) European Review 
of Private Law 6, Kluwer Law International BV 1121, 1121.  
240 Byers, Michael ‘Abuse of Rights: An Old Principle, A New Age’ (2002) 47 McGil L.J. 389, 
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broad manner, and the legislator has placed the prohibition of abuse of rights among the 

general provisions in the introductory part of the code.241  

In France, articles 1382 and 1383 of the Code Civil rules on the responsibility of the 

author of any kind of harm, but the courts in France have abridged the applicability of 

such articles by limiting the abusive exercise of rights in property law, labor law, 

contractual obligations as well as legal proceedings. According to the article 1382 of the 

Code Civil “Tout fait quelconque de l’homme, qui cause à autrui un dommage, oblige 

celui par la faute duquel il est arrivé, à le réparer” and the article 1383 of the Code Civil 

states that “Chacun est responsable du dommage qu’il a causé non seulement par son 

fait, mais encore par sa négligence par son imprudence”.242 According to the articles 

1382 and 1383 of the Code Civil, it seems that the basic rule is that if somebody uses its 

rights in an abusive manner, such person should be held liable for its abusive exercise of 

its rights.243 The famous expression in the old French civil code is that “The law stops 

when the abuse begins”.244 This could be interpreted that when a certain person or a 

company has a legal right to do something but if such a person or company abuses its 

rights, it cannot anymore use the rights provided to it by the law. 

In France, there has been patent litigation cases involving actions that the courts have 

regarded as abusive practices keeping in mind that the term ‘abusive’ may  indicate 

different kinds of actions, and the definition of such term is not precise. For example, the 

knowledge of a patent holder, or the fact that the patent holder should have known, 

regarding the invalidity of a patent and/or lack of the infringement have been important 

factors when analyzing abusive practices.245 

In addition, in 2014, the Paris Court of Appeal ruled on a case concerning pharmaceutical 

company and alleged abuse of rights.  In this court case, Biogaran (generic manufacturer) 
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obtained three marketing authorizations for an anti-arthritic medicine. However, the 

German company Madaus Pharma was the owner of a European patent (EP 0520414) 

on an anti-arthritic medicine while Laboratoire Medidom and Laboratoire Negma were 

its licensees.246 The licensees thought that the generic drug of Biogaran infringes the 

patent of Madaus Pharma, and notified Biogaran that they would prevent the 

commercialization of the generic drug. Rapidly after this, Biogaran introduced an 

invalidity action in the Tribunal de Grande Instance (TGI) de Paris in order to invalidate 

the claim 14 of the patent of Madaus Pharma while also starting to commercialize its 

generic product.247 

Next, the licensees filed a request for preliminary injunctions. They obtained and 

enforced such injunctions which meant a ban of the commercialization and distribution 

of the generic drug as well as an obligation to withdraw the allegedly infringing products. 

However, the claim 14 of the patent of Madaus Pharma were declared invalid because 

the lack of novelty, and therefore the preliminary injunctions were withdrawn. Biogaran 

also introduced an action in the TGI de Paris and claimed that Laboratoire Medidom and 

Laboratoire Negma should be liable on the basis of Article 1382 of the Code Civil for 

intention to harm arguing that the licensees intentionally and fraudulently created a 

monopoly on the patented medicine at the expense of their competitors. TGI de Paris 

rejected the claim of Biogaran.248 

However, the Paris Court of Appeal had a different opinion on this case, and it recognized 

that the licensees intervened before the French agency delivering marketing 

authorization trying to delay the grant of marketing authorizations and it was an 

essential part of the abuse assessment of the court. In addition, Laboratoire Medidom 

introduced multiple administrative actions in order to delay of the resolution of the 

whole dispute, and more than twenty judicial decisions were given between the 

claimants. In addition, inaccurate or false notice letters were sent to pharmacists in order 

to disfavor the generic products of Biogaran. The Paris Court of Appeal stated that it was 

the combination of these afore-mentioned actions and the manipulation of the legal 

process which result in to an abuse of rights while also causing patrimonial and 

                                                      
246 Cour d’appel de Paris (Pole 5 Ch.2) 31 Jan. 2014, SAS Laboratoires Negma c. SAS 
Biogaran (RG 12/05485) 3.  
247 Cour d’appel de Paris (Pole 5 Ch.2) 31 Jan. 2014, SAS Laboratoires Negma c. SAS 
Biogaran (RG 12/05485) 4.  
248 TGI Paris (3e ch. 2re sect.) 27 Jan. 2014, Biogaran SAS c. Laboratoire Medidom & 
Laboratoires Negma (RG 09/17355) 6-15.  



 77 

reputational damage to Biogaran. The Paris Court of Appeal ruled that the licensees were 

liable under Article 1382 of the French Code Civil and had to compensate Biogaran for 

commercial harm over 3 million euros as well as for reputational damage of 150 000,00 

euros.249  As we see, the intention to harm others was the central argument of this case 

regarding the abuse of rights doctrine according to the French Code Civil.  

In Germany, the developments of the prohibitions of abuse of rights were quite similar 

than in France. The German Civil Code contains an article ruling that any exercise of 

rights that is carried out for the only purpose to cause harm will be refused.250 

Additionally, the German Civil Code contains a general provision on good faith (Treu 

und Glauben) and a clause that requires a restitution of damages caused by actions that 

are contrary to good faith (contra bonos mores).251  

Eventually in Germany, two theories around the abuse of rights doctrine evolved. The 

external theory emphasizes the exercise of rights as against the nature of the right while 

also stating that no abuse of rights exist as such but there can be abuse of the exercise of 

rights. The restrictions are mainly directed against the owners of the rights and affect the 

exercise of rights while leaving the nature of the right intact. The internal theory 

emphasizes that the right itself controls its exercise as well. Eventually, the internal 

theory was the one that were implemented into the German legal system. However, the 

courts did not have many codified provisions available and such provisions only provided 

general guidelines leaving a lot of room for interpretation by the courts.252  

In the Nordic countries, (Finland, Sweden, Denmark and Norway),  the concept of abuse 

of rights seems to be often linked to the duty of loyalty and good faith, especially in the 

field of contract law but the abuse of rights doctrine appears to be less apparent in the 

Nordic jurisdictions than the aforementioned jurisdictions as Germany, France and 

Switzerland. However, the sentiment behind the prohibition of abuse of rights can be 

found from the Nordic jurisdictions as well, especially with regards to the principles of 

contract law. As in the case of Germany, France and Switzerland, the concept of abuse of 

rights seems to be strongly linked to the concept of good faith as well, and the concept of 

                                                      
249 Cour d’appel de Paris (Pole 5 Ch.2) 31 Jan. 2014, SAS Laboratoires Negma c. SAS 
Biogaran (RG 12/05485) 13-18.  
250 BGB (The Civil Code of Germany) art. 226. See also Bolgár, Vera, ’Abuse of Rights in 
France, Germany and Switzerland: A Survey of a Recent Chapter in Legal Doctrine’, 35 La. L. 
Rev. (1975) 1015, 1023-1024.  
251 BGB art. 242 and 826. 
252 Bolgár, Vera, ’Abuse of Rights in France, Germany and Switzerland: A Survey of a Recent 
Chapter in Legal Doctrine’, 35 La. L. Rev. (1975) 1015, 1026-1027. 
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good faith can be also found from the Nordic countries, although the content of such 

concept may vary between different civil law countries. 

The abuse of rights doctrine appears to be connected to the principle of good faith which 

is familiar in common law countries through the law of equity, and nowadays, the 

application of good faith reaches into many corner of US contract legislation. However, 

because a lack of sufficient statutory basis for the good faith principle, the Nordic 

countries can be seen in somewhat similar situation with common law jurisdictions.253 

In Finland, when discussing about good faith (in Finnish ‘vilpitön mieli’ which refers 

more to bona fides type of good faith or ‘hyvä usko’), often the duty of loyalty steps into 

the discussion as well. Within the field of Finnish contract legislation254, the duty of 

loyalty is well recognized principle, and still even when there is no specific clauses to 

address such principle in detail, usually there is a uniform consensus that, in some 

situations, it is possible to apply the duty of loyalty as an unwritten and more general 

rule. In principal, the duty of loyalty means that in a contractual relationship between 

the parties, such parties should reasonably take into account also the interests of the 

other parties than just the interests of their own.255  

However, arguments has been presented that the contractual duty of loyalty and good 

faith (bona fides) should not be totally mixed with each other as they are separate 

concepts. Good faith usually refers to a situation in which the assessment focuses on if a 

person knew or should have known of a fact or circumstances relevant in a specific case 

whereas the duty of loyalty is a requirement for a certain degree of loyal activity or 

conduct towards the other party. Therefore, the good faith principle usually evaluates a 

person’s knowledge. However, the principle of loyalty can be seen as a supporting 

                                                      
253 Munukka, Jori ‘Harmonisation of Contract Law: In Search of a Solution to the Good Faith 
Problem’ Stockholm Institute for Scandinavian Law 1957 (2010) 230, 233-235.   
254 See Laki varallisuusoikeudellisista oikeustoimista 228/1929 (informally known as 
’Oikeustoimilaki’) § 33 that is often referred to as a statutory basis for the duty of loyalty but 
there are controversial opinions on this. For example, some scholars consider § 33 of 
Oikeustoimilaki as an indirect statutory basis for the duty of loyalty. Such paragraph can also 
be seen as  normative basis for voidableness whereas the duty of loyalty defines the 
obligations of contracting parties in a contractual relationship. See Huhtamäki, Ari 
‘Luotonantajavastuu’ (Helsinki 1993) 41, 65 and Rudanko, Matti ‘Rakennuttajan 
myötävaikutushäiriöstä rakennusurakassa’ (Vammala 1989) 35 and von Hertzen, Hannu 
‘Sopimusneuvottelut’ (Helsinki 1983) 176. See also HE 241/2006 2.1 which states that § 33 
of Oikeustoimilaki is an expression of a wider principal of loyalty between the parties in a 
contractual relationship.  
255 Saarnilehto, Ari and Annola, Vesa ’Sopimusoikeuden perusteet’ Alma Talent Oy. (Helsinki 
2018) 24-25.  
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principle to good faith.256 Both, the duty of loyalty and the good faith principle, protect 

the justified expectations but, according to some views, good faith can be seen more like 

a technical term that should be kept separate from the duty of loyalty requirement.257 

There exists also the principle of reasonableness (or fairness or equity) in the Finnish 

legal system, and the normative basis for such principle is said to be in Laki 

varallisuusoikeudellisista oikeustoimista (OikTL) 228/1928 § 36. The principle of 

reasonableness has been defined as a principle that adjusts uneven contractual balance 

caused by distinctions in the economic power and information between contractual 

parties. As we notice, this requirement is also linked to a contractual relationship. 

According to the OikTL § 36 if a contract clause is unfair or its application would lead to 

an unfair result, the clause may be adjusted or set aside.258  

In general, the Finnish legal system recognizes bona fides type of good faith (‘vilpitön 

mieli’) in many areas of law such as in contract law, property law in some situations as 

well as in insolvency legislation. In addition, the Finnish Patents Act (550/1967) also 

refers to bona fides (‘vilpitön mieli’) regarding certain situations specifically defined in 

such Act. However, there is no rule in Finnish patent legislation on abuse of patent rights 

on behalf of the right holder that would allow a party to a dispute to appeal on such 

regulation. Furthermore, also in the French patent case presented above that dealt with 

the abuse of rights doctrine, the abusive practices were analyzed with a normative basis 

in the Code Civil, and not especially in the French patent law. The abuse of rights doctrine 

is not particularly regulated in the Finnish Patents Act (550/ 1967). 

As we may notice, the abuse of rights doctrine is usually closely connected to the principal 

of good faith, fairness as well as morality and has been developed in the legal systems of 

the EU Member States in the field of private law while being interpreted differently 

between the EU Member States.259 However, the abuse of rights doctrine has also been 

developed in the EU level, mainly in the case law of the European Court of Justice (ECJ), 

                                                      
256 Lehtinen, Tuomas ‘Kansainvälisen kaupan liikesopimus ja remburssi’ (Suomalainen 
Lakimiesyhdistys, Vammala 2006) 183 and 197.  
257 Mähönen, Jukka ’”Good faith and fair dealing” ja lojaliteettivelvollisuus’ in 
Kansainvälisestä kaupasta. Juhlajulkaisu Tuula Ämmälä (Edited by Antti Aina et al. 2000) 
222.  
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Kansainvälisestä kaupasta. Juhlajulkaisu Tuula Ämmälä (Edited by Antti Aina et al. 2000) 
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259 Lenaerts, Annekatrien ’The General Principle of the Prohibition of Abuse of Rights: A 
Critical Position on Its Role in a Codified European Contract Law’ (2010) European Review 
of Private Law 6, Kluwer Law International BV 1121, 1122. 
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while there is no specific EU regulation or directive mentioning the abuse of rights 

doctrine in an exact manner.  

At first, the ECJ seemed to recognize a broad conception of abuse of rights260 but later 

ECJ narrowed its interpretation of it. Very first example of the more narrow 

interpretation is in the cases261 that concerned the alleged abuse of Article 25(1) of the 

Second Company Law Directive262 which states that any increase in capital must be 

decided upon by a general meeting of the shareholders. However, in the cases C441-93, 

C-367/96 and C-373/97, the capital of public limited companies was increased according 

to the Greek national legislation that violated the EU Second Company Directive. The 

Greek national law concerning the increase of capital was then changed in order to be 

compliant with the EU directive.263 Nevertheless and in the meantime, several of the 

previous shareholders of these companies had requested the Greek courts for a 

declaration of invalidity of the capital increase based on that it violated the Article 25(1) 

of the Second Company law Directive. Consequently, the Greek state raised the objection 

that the shareholders abused their rights by relying on the Article 25(1) on the basis of 

the Article 281 of the Greek Civil Code.264 After all, the ECJ stated that it is acceptable for 

the national courts to apply domestic rules regarding the abuse of rights doctrine in order 

to determine whether a right granted by the EU statutes has been exercised in an abusive 

                                                      
260 See Case C-81/87 The Queen v. H.M. Treasury and Commissioners of Inland Revenue, 
ex parte Daily Mail and General Trust plc (1988) ECR 5483 in which a company 
incorporated in the UK aimed to transfer its central management and control to the 
Netherlands. Apparently, the aim of this transfer was to avoid paying capital gains tax 
imposed in the UK. In this case, the court ruled that the right for the company to transfer it 
central management and control to another EU Member State did not fall within the scope 
of Articles 49 and 54 TFEU. See paras 23 and 24.  
261 C-441/93 Panagis Pafitis and Others v. Trapeza Kentrikis Ellados A.E. and Others, 
Judgement of the Court, 12 March 1996, C-367/96 Alexandros Kefalas and Others v. Elliniko 
Dimosio (Greek State) and Organismos Oikonomikis Anasygkrotisis Epicheiriseon AE, 
Judgement of the Court, 12 May 1998 and C-373/97 Dionysios Diamantis v. Elliniko Dimosio 
(Greek State) and Organismos Oikonomikis Anasygkrotisis Epicheiriseon AE, Judgement 
of the Court, 23 March 2000.  
262 See Second Council Directive 77/91/EEC of 13 December 1976 on coordination of 
safeguards which, for the protection of the interests of members and others, are required by 
Member States of companies within the meaning of the second paragraph of Article 58 of the 
Treaty, in respect of the formation of public limited liability companies and the maintenance 
and alteration of their capital, with a view to making such safeguards equivalent.  
263 Case 373/97, Dionysios Diamantis v. Elliniko Dimosio (Greek State) and Organismos 
Oikonomikis Anasygkrotisis Epicheiriseon AE, Judgement of the Court, 23 March 2000, 
paras 10-12.  
264 Case 367/96, Alexandros Kefalas and Others v. Elliniko Dimosio (Greek State) and 
Organismos Oikonomikis Anasygkrotisis Epicheiriseon AE, Judgement of the Court, 12 May 
1998, paras 14-17.  
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manner.265 However, the ECJ still disqualified the reasoning of the national courts of 

Greek based on the existence of abuse of rights while stating that the ruling of the 

national court cannot undermine the full effect and uniform application of the EU 

legislation.266  

All in all, the abuse of rights doctrine does not exist in the EU legislation as a codified 

clause in a specific regulation, and it is not harmonized by the EU regulation between the 

Member States. However, it clearly seems to be a part of the EU case law. On the other 

hand, the concept within the EU level, seems to be not very clear, and courts have a lot 

of room for interpretation regarding the prohibition of abuse of rights.  

In the international level, the Paris Convention for the Protection of Industrial Property 

(Paris Convention) and TRIPS contain certain clauses connected to the abuse of rights 

doctrine as well. According to Article 8 (2) of TRIPS “Appropriate measures, provided 

that they are consistent with the provision of this Agreement, may be needed to prevent 

the abuse of intellectual property rights by right holders or the resort the practices 

which unreasonably restrain trade or adversely affect the international transfer of 

technology”. The Paris Convention Article 5A regulates compulsory licenses and could 

be also seen as a prohibition of abuse of a monopoly right. According to the Article 5A 

(2) of the Paris Convention “Each country of the Union shall have the right to take 

legislative measures providing for the grant of compulsory licenses to prevent the 

abuses which might result from the exercise of the exclusive rights conferred by the 

patent, for example, failure to work”.  

We may notice that the abuse as a term is present also in the international conventions 

such as TRIPS and the Paris Convention but the meaning of such term remains 

somewhat broad, and it may refer to many different conducts of the right holders. 

However, TRIPS clearly states that appropriate measures may be needed to prevent the 

abuse of IPR’s by right holders. The abuse of IP rights seems to be a matter that needs to 

be prevented with appropriate measures.  

                                                      
265 Case 367/96, Alexandros Kefalas and Others v. Elliniko Dimosio (Greek State) and 
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5 THE PATENT MISUSE DOCTRINE’S SUITABILITY FOR 
THE FINNISH LEGAL SYSTEM IN REVERSE PAYMENT 
SETTLEMENT CASES 

5.1 Background 

The patent misuse doctrine as such is not known or part of the Finnish legal system. It is 

based on the law of equity which derives from common law countries while many civil 

law countries do recognize the prohibition of abuse of rights doctrine in which the idea 

of the prohibition of misusing the rights given by the law is very similar with the patent 

misuse doctrine.267 The patent misuse doctrine of the US could provide us with new 

perspectives with respect to reverse payment settlement cases and, especially taking into 

account a generic manufacturer’s possibilities to defend itself in case of a patent 

infringement suit, and the fact that many civil law countries already have something 

similar in their jurisdictions.  

However, the Finnish legal system currently does not provide a legal tool similar to the 

patent misuse defense or the abuse of patent rights doctrine in patent infringement 

cases. For example, legal effects of the affirmative patent misuse defense differ from a 

claim of invalidity which would be a plausible legal tool for a generic to defend itself in 

patent infringement proceeding, especially, with respect to the ‘secondary’ patents. In 

this chapter, I will discuss about the patent misuse doctrine in a situation in which the 

patent misuse doctrine shall be analyzed without antirust principles linked into it, and 

research if there is any place for such doctrine in the Finnish legal system.  

5.2 Patent Infringement Defense – Current Legal Status in Finland 

An originator company has a legal right to claim that its patent has been infringed by a 

generic manufacturer. However, an originator might not want to do that if it knows that 

its patents are weak ‘secondary’ patents. However, if a generic manufacturer, for some 

reason, do not want to accept the monetary offer from the originator, then it could enter 

the market with its generic product with a risk of infringement suit. In the light of reverse 

payment settlement cases, it might also be risky to accept payments from an originator 

and conclude reverse payment settlement agreements since courts in the US as well as 

in the EU have, in some cases, ruled them to be against antitrust laws and parties may 

face large sanctions with respect to antitrust breaches. Although, it might be profitable 

                                                      
267 See chapter 4.5 about the abuse of rights doctrine explained in more detail.  
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for a generic to accept a monetary offer as parties may share the monopoly profits, the 

status quo of reverse payments is not clear.  

If a generic manufacturer decides to enter the market with its generic product, it may 

face an infringement suit. A generic manufacturer could contest an originator’s claim 

with respect to a patent infringement. A generic could answer to the claim made by an 

originator, and present grounds for why it sees that its patent does not infringe an 

originator’s patent. Then it remains with a court to evaluate if a generic manufacturer’s 

patent infringes an originator’s patent. However, patent infringement proceedings are 

not simple or easy. The scope of the disputed patent shall be researched, and a plaintiff’s 

successful infringement claim is dependent for a plaintiff’s exclusion right and its content 

as well as the scope of a plaintiff’s patent. In an infringement suit, a competent court will 

evaluate the actions of a potential infringer in case they concern the scope of a plaintiff’s 

patent.  

However, any kind of conduct does not lead to a patent infringement. According to the 

Finnish Patents Act (550/1967) § 3, no one may exploit an invention without the 

proprietor’s consent by making, offering, putting on the market or using a product 

protected by the patent, or importing or possessing such product for these purposes, 

using process protected by the patent, or offering such process for use in this country 

(Finland) if she/he knows or it is evident from the circumstances that the use of the 

process is prohibited without the consent of the proprietor of the patent or offering, 

putting on the market, using a product obtained by a process protected by the patent or 

importing or possessing such product for these purposes. These conducts listed in the 

Finnish Patents Act (550/ 1967) are protected by a patent.  

As mentioned, claims define the scope of patent protection but, in Finland, the 

interpretation of the claims is not only literal and takes into account the circumstances 

as well. A court may take into consideration other material than a text of the claims, but 

still, the primary source for interpretation are patent claims. In addition, a liability based 

on an agreement and, on the other hand, based on patent law may be rather difficult to 

separate in some situations but a claim may be based on both of these grounds as well.268 
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A patent infringement process could lead to criminal sanctions or penalty payments or 

an obligation to pay damages to a party whose patent is infringed.269  

In case of a claim of a patent infringement suit by an originator against a generic 

manufacturer, a generic manufacturer has also other legal rights to defend itself against 

originator’s claims. According to the Finnish Patents Act (550/1967) § 52, a court shall 

declare a patent invalid if the patent relates to an invention that does not satisfy the 

requirements of § 1, § 1 a, § 1b or § 2270, if the patent relates to an invention the description 

of which is not sufficiently clear to enable a person skilled in the art to carry out the 

invention, if the patent contains a subject matter not included in the application as filed 

or if the scope of the protection was extended after the notice referred to in § 19 (1)271.  

A claim of invalidity refers to a situation in which a patent of an originator should not 

have been granted in the first place. If an originator’s patent is to be declared invalid by 

a competent court, the decision of invalidity will have an ex tunc effect which means just 

as there would have been no patent at all and this could have far-reaching impacts, 

especially to a plaintiff. Any party, who believes that a certain patent will have negative 

impact on such party’s actions, can claim for invalidity of that patent. A defendant who 

claims that a plaintiff’s patent should be declared invalid, should be able to present 

grounds for its claims. With respect to a claim of invalidity, the grounds for the action 

shall mean a lack of novelty or inventiveness as well as a mistake in a patent application 

procedure. A defendant has a right to present a claim of invalidity during a period of 

validity of a patent or, even after a patent has expired.272  

It is possible that a patent will be declared partially or entirely invalid. The criteria for 

patentability stands out in invalidation proceedings and plays a critical role.273 It is 

important to notice that if a patent is to be declared invalid, it shall be invalid towards 
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273 Oesch, Rainer; Pihlajamaa, Heli and Sunila, Sami, ’Patenttioikeus’ (2014) Alma Talent Oy. 
260-261. 



 85 

everyone and a decision is not made only against a plaintiff. In addition, a claim of 

invalidity is not only a defense but an independent claim.  

According to the Finnish Patents Act (550/ 1967), Chapter 7, § 52 (2), in connection with 

the invalidation process the patent holder may request the court to limit the patent in 

accordance with the amended patent claims, and if the request for limitation is 

presented, the issue concerning it must be solved separately before continuing the 

invalidation process. In addition, the limitation must meet the requirements set out in § 

53b which states that the request should meet the following conditions (i) the patent 

refers to an invention which is presented with sufficient clarity for a person skilled in the 

art to use the invention; (ii) the patent does not involve anything that does not appear 

from the application when it was filed; and (iii) the scope of protection of the patent has 

not been extended from the scope of protection of the patent granted or from the 

previously taken decision of the scope of protection. If a court approves the request for 

limitation, the patent limited in this manner shall make the basis for continuation of the 

process. 

A patent limitation right gives a patent holder a right to retroactively limit the scope of 

the patent, and a patent holder may request a limitation at any time after a patent has 

been granted and, even after a patent has expired. However, a patent holder shall not 

expand the scope of the patent but downsizing is allowed. In this limitation phase, a court 

does not analyze novelty or inventiveness of a patent but a limitation of a patent should 

not only constitute a cosmetic change to the previous claims.274 

In sum, if a generic manufacturer enters the market with its own generic drug, an 

originator company may sue a generic manufacturer for a patent infringement. 

Although, if an originator company assumes that its patents are weak, this might not be 

an attractive option for an originator. However, after a generic manufacturer faces an 

infringement suit, it may defend itself by presenting grounds for non-infringement. In 

addition, a generic manufacturer has a right to claim that an originator’s patent should 

be invalidated. If a generic manufacturer claims for an invalidation of an originator’s 

patent, an originator may request a limitation of its patent from a court. All in all, patent 

proceedings are usually very complicated, especially the scope of the patent evaluations 
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and a result may be reached after cumbersome court proceedings that involve specialists 

from different professional fields. 275 

On the other hand, a generic manufacturer and an originator could decide not to enter 

into a litigation proceedings and, instead, settle the dispute between them. However, in 

the light of the EU case law, certain kinds of settlements might be risky for the 

companies, especially, in the light of competition legislation. However, sometimes the 

settlement may be a better solution than a dispute in a court or in an arbitration 

proceeding but the parties of the settlement should keep in mind the risks that relate to 

such settlements. 

5.3 Patent Misuse as an Affirmative Defense in Finland 

5.3.1 Legal Transplant or a Source of Inspiration 

A legal transplant refers to a situation in which law is transferred from one place to 

another.276 These kinds of transplants may contribute international harmonization 

without requiring an international convention, and this has been rather attractive for 

actors in the pharmaceutical industry operating on an international market. On the other 

hand, transferring a court created doctrine, standard for a doctrine or a law or right from 

one jurisdiction to another requires certain caution, and the challenges as well as the 

critics that legal transplants may face have to keep strictly in mind. For example, a legal 

rule may rarely be seen in total isolation from the rest of the legal system and, in some 

cases, it is not possible to foresee the results of the legal rule in the exporting country 

before the transplant actually takes place. However, in the field of pharmaceutical 

industry an inspiration from the common law countries has been taken in order to 

introduce new regulations within pharmaceutical patenting. Examples of those are the 

Bolar exemption277 and the SPC.278 With respect to the latter one, the provisions on the 
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SPC were drafted mainly in order to close the gap between the European economy and 

its competitors in the field of medicinal products.279  

With respect to a legal transplant, opinions as to what constitutes a successful legal 

transplant continue to be divergent. Surely, one of the main questions to be answered 

when evaluating legal transplants is, how dependent a legal rule is on social, legal and 

economic environment in which it was originally developed and applied. If a legal 

transplant will be applied rather differently and will have different meaning in an 

exporting country than in the original jurisdiction, then the uniformity of the rules is 

merely a terminological one.280  

Legal rules may be seen rather dependent on the legal, social and economic culture of 

their original environment, and the more dependent the legal rules are on the legal 

society in which they are elaborated, the more difficult it is for a legal transplant to be 

successful in a new jurisdiction. Different scholars have rather different opinions on how 

dependent a certain legal rule can be on its original legal environment. Some scholars 

even think that legal rules evolve independently of the societies of their origin.281 

Although, this view may raise some serious doubts. 

An approach that seems more rational and understandable, than the afore-mentioned, 

is the classification of legal rules dividing them into those that develop in close 

connection to an organic matter and for which the term “legal transplant” is the most 

appropriate, and to those that have more mechanical relationship to their legal 

environment making them easier to transplant. One could also argue that a legal rule 

automatically requires entirely new meaning in the importing country, and question the 
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44, Issue 7, November 2013) 750, 751. 
280 Papadopoulou, J.D. Frantzeska, ’Legal Transplants and the Modern Lawmaking in the 
Field of Pharmaceutical Patents – A Way to Achieve International Harmonisation or the 
Source of Deeper Divergences’ (Max Planck Institute for Innovation and Competition, 
Munich, 2016) 891, 892.  
281 Papadopoulou, J.D. Frantzeska, ’Legal Transplants and the Modern Lawmaking in the 
Field of Pharmaceutical Patents – A Way to Achieve International Harmonisation or the 
Source of Deeper Divergences’ (Max Planck Institute for Innovation and Competition, 
Munich, 2016) 891, 893.  
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term of “legal transplant” since such term requires that the imported rule plays precisely 

the same role in the exporting country.282 

There have also been other approaches to the definition of a legal transplant. A botanical 

legal transplant refers to a situation in which the transplant has a possibility of alteration 

and adjustments under the impacts of the recipient jurisdiction, and thus, such 

transplant is like a plant in a new environment and will adjust itself for the new 

jurisdiction.283 Then again, there has been strong resistance against legal transplants 

since some scholars tend to think that legal rules are embedded in national environment, 

and thus, are impossible since a legal rule always requires a different meaning in the new 

legal environment.284 As we see, the content and the term of a “legal transplant” is 

controversial in many ways while some scholars even tend to argue that there can be no 

legal transplants at all.  

As discussed earlier in this thesis285, the patent misuse doctrine is and has been a part of 

the US legal system, and in a patent dispute, it may be used as an affirmative defense by 

a defendant if a patent owner decides to enforce its patent but a patent owner has been 

improperly using its patent rights. Since such doctrine is based on the US patent law, it 

would not be possible to bring such doctrine to the EU and apply it on the EU level since, 

at least yet, the EU does not have a unified patent system. However, would it be possible, 

or even needed, to bring the same doctrine with the same legal effects to the Finnish legal 

system, or at least, could the patent misuse doctrine be a source of inspiration with 

respect to the defense in reverse payment settlement cases in the Finnish legal 

environment? 

As a legal transplant, the patent misuse doctrine could be rather challenging to transfer 

into the Finnish legal system since it is originally based on the law of equity and the 

doctrine of unclean hands286 and the fact that it has been evolved in very different 

jurisdiction. At least, it might need some adjustments in order to fit into the Finnish legal 

                                                      
282 Papadopoulou, J.D. Frantzeska, ’Legal Transplants and the Modern Lawmaking in the 
Field of Pharmaceutical Patents – A Way to Achieve International Harmonisation or the 
Source of Deeper Divergences’ (Max Planck Institute for Innovation and Competition, 
Munich, 2016) 891, 892.   
283 Peerenboom, Randall, ’What have we learned about law and development? Describing, 
predicting and assessing legal reforms in China’ 27 Mich. J. Int'l L. 823 (2006) 825-826.  
284 Legrand, Pierre, ’The Impossibility of Legal Transplants’ Maastricht J Eur Comp Law 4 
(1997) 111-124.  
285 See chapter 4.  
286 See chapter 4.2. 
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system since the patent misuse doctrine hardly has only mechanical relationship to the 

US legal system. Additionally, the patent misuse defense could be regarded being rather 

dependent on the social, legal and economic environment in which it was originally 

developed and applied. 

If a generic manufacturer is willing to bring its product to the market but an originator 

company offers a reverse payment to a generic manufacturer in order to stay out of the 

market, a generic manufacturer might refuse to conduct such an agreement with an 

originator for a fear of competition law breaches since the case law presented earlier in 

this thesis strongly indicates that reverse payment settlements may breach competition 

legislation with a high probability. Although, the high payments offered by originator 

companies, may sometimes be more attractive option for a generic manufacturer.  

If a generic manufacturer enters the market with its product, an originator company may 

sue a generic for a patent infringement. In case of a patent infringement suit, a generic 

could be able to claim that an originator misuses its patent in a way that it should not 

have a right to enforce the patent against a generic. As stated earlier in the chapter 5.2, 

in Finland, a generic could defend itself against an originator’s claim by presenting 

grounds that a generic’s patent does not infringe a patent of the originator as well as 

claim that an originator’s patent is actually invalid and, therefore, is not enforceable 

against a generic. However, a generic manufacturer must present evidence that its patent 

does not infringe an originator’s patent or present evidence for invalidity of an 

originator’s patent. Sometimes, patent proceedings may be very lengthy and 

complicated. On the other hand, invalidity of an originator’s patent may be rather easy 

to prove if an originator only has weak or actually invalid ‘secondary’ patents left. 

However, as mentioned earlier in the chapter 4.2, many civil law countries do have a 

similar principle to the patent misuse doctrine. The abuse of rights doctrine as a civil law 

doctrine could function as a base for building a stronger abuse of patent rights doctrine 

in the Finnish patent legislation while the patent misuse doctrine of the US could 

function more like a source of inspiration since legal transplants as such could be rather 

challenging and the results are not necessarily always very practical.  

5.3.2 Legal Effects and Evidence of Patent Misuse Compared to the 
Patent Infringement Defenses in Finland 

Among other things, legal effects and evidence that a generic manufacturer has to 

present in a patent misuse defense case differ from the general defense in a patent 
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infringement case and an invalidation claim in the current Finnish legal system. With 

respect to the legal effects of patent misuse as an affirmative defense, if a generic 

manufacturer claims that an originator actually misuses its patent, and therefore cannot 

enforce it against a generic, an effect of unenforceability will only be between an 

originator and a generic presenting its claim. On the contrary, in Finland, a successful 

patent invalidation claim presented by a generic will invalidate an originator’s patent in 

question against any party as such patent should not have been granted in the first place. 

With regards to the patent misuse defense, a patent is rendered unenforceable until such 

time as the misuse has been cured which means that an originator’s patent may become 

enforceable again287.  

In addition, the patent misuse defense is only a defense to an infringement claim, and 

does not give rise to an independent cause of action. However, with regards to a patent 

invalidity claim in the Finnish legal system, any party who believes that a certain patent 

will have negative impact on such party’s actions, can claim for invalidity of that patent 

as an independent claim. Although, a patent invalidity claim may be easier to argue when 

there is also an infringement suit made against a generic, and usually a patent invalidity 

claim is made in connection with an infringement suit.288  

The sanction for finding of misuse is that a patent is rendered unenforceable until the 

misuse has been cured but does not give rise to damages.289 In the Finnish legal system, 

a generic manufacturer claiming that an originator’s patent should be invalidated usually 

only claims the invalidation but claiming damages from an originator is not impossible 

either. Although, a generic has to present evidence for the damage it has suffered as a 

result of an originator’s actions, and in any case, an invalidity claim shall be heard first 

in order to determine if a generic manufacturer has even suffered any damages as a result 

of an originator’s actions. All in all, a sanction for a claim of invalidation made by a 

generic manufacturer is that an originator’s patent shall be declared invalid, and a 

generic is able to bring its drug to the market.  

Also, a question regarding evidence and arguments that a generic has to present, on the 

other hand, with regards to the patent misuse defense and then again, with regards to a 

                                                      
287 Belvis, Glen P., ’Patent Antirust, Misuse, and Inequitable Conduct’ Brinks Hofer Gilson & 
Lione Chicago (2008) 28.  
288 Oesch, Rainer; Pihlajamaa, Heli and Sunila, Sami, ’Patenttioikeus’ (2014) Alma Talent 
Oy. 261-262. 
289 Belvis, Glen P., ’Patent Antirust, Misuse, and Inequitable Conduct’ Brinks Hofer Gilson 
& Lione Chicago (2008) 28-29. 
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claim of invalidation in the current Finnish legal system has to be taken into 

consideration. As stated in the chapter 5.2, in order to invalidate an originator’s patent, 

a generic should be able to prove that an originator’s patent lacks novelty or 

inventiveness or that there has been a mistake in a patent application procedure. With 

regards to the patent misuse defense, a generic must prove that an originator 

impermissibly attempts to extend the scope or time of its patent grant.  

According to the current interpretation by the Supreme Court of the US, the evaluation 

of patent misuse in reverse payment settlement cases shall be made in connection with 

the antitrust rule of reason analysis. Although, dissenting opinions exist on behalf of 

independent existence of the patent misuse doctrine and the scope of the patent test. 

However, in this chapter, the focus will be on the patent misuse doctrine without the 

antitrust rule of reason analysis since the research focuses on what the original patent 

misuse defense could bring to the Finnish legal system, if anything. 

If a generic manufacturer is willing to bring its product to the market, in response to an 

infringement claim, a generic could claim that an originator is misusing its patent by 

showing that an originator improperly broadens the scope or length of its patent 

protection, and in this way acts against the patent policy goals which are to promote and 

encourage the progress of science and innovation. The Supreme Court of the US has also 

ruled that patent misuse could be regarded as improper power over an industry.290 The 

question is that do reverse payment settlement agreements prevent the progress of 

science and innovation in a way that such agreements could be regarded as patent 

misuse? 

‘Secondary’ patents, or phenomenon that is also known as ‘evergreening’, are directed to 

the improvements of the original drug but if the only reason for these ‘secondary’ patents 

is to prevent generics from selling its drugs, this may be interpreted as patent misuse 

since such a conduct may be rather challenging to justify by any patent legislation or 

underlying patent policy as it may hinder innovation encouragement and the progress of 

science.  

It seems that the criteria on what constitutes patent misuse, and what kind of evidence 

should be presented on behalf of a generic manufacturer is not very clear. Unclear 

standards for a patent misuse defense claim and its success could derogate the 

                                                      
290 See Motion Picture Patents Co. v. Universal Film Co., 243 U.S. 502, 519 (1917). 
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predictability of the Finnish legal system. At least, the grounds for the patent misuse 

defense should be, to some extent, defined in the written law in order to clarify what 

hinders the progress of innovation and science, and because the Finnish legal system is 

based on written law as the primary legal source. For example, the Finnish Patents Act 

(550/ 1967) could contain a regulation on patent misuse or abuse of patent rights in 

which case, the right holder who has abused its patent rights cannot rely on such rights. 

The written law could also limit the applicability of the patent misuse defense only to 

reverse payment patent settlement cases. 

However, since the Finnish legal system offers a possibility to claim that a certain patent 

is invalid, and in that way, invalidate a patent, is there a need for the patent misuse 

defense? In reverse payment settlement cases between originators and generics, there is 

high probability that an originator’s patent is invalid, and a claim of invalidity could be 

successful as well. In order for the patent misuse defense or regulations on abuse of rights 

to be needed in the Finnish legal system, such legal tool needs to function differently 

than other legal measures already provided by the system and provide some added value, 

especially, to a generic manufacturer. 

5.3.3 Added Value of Patent Misuse for the Finnish Legal System 

In order to bring added value to the Finnish legal system, the standards for the patent 

misuse defense’s applicability should be reachable, and the process for claiming and 

stating patent misuse should be rather fast for a generic manufacturer.291 It could also 

function more like an interim measure that is in force as long as an originator corrects 

its actions. In addition, a generic manufacturer has a right to claim the invalidation of an 

originator’s patent as well. 

The evidence between a patent invalidation claim and the patent misuse defense differs 

from each other as they should in order to bring new options into the Finnish legal 

system. The evidence that could be presented in a patent misuse defense case could, for 

example, be a written reverse payment settlement agreement offer in which case an offer 

could be regarded as patent misuse292. Evidence could also constitute agreements 

concluded between an originator and other generics than the one who is claiming that 

an originator have been misusing its patent. In addition, a generic manufacturer should 

                                                      
291 Other perspective is that it should not be too easy as it could hinder the predictability of 
the legal system. 
292 However, this is a complicated question as settlements as such are allowed and even 
sometimes advisable for companies to do.  
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be able to prove the effects that hinder the innovation and follow-on research. 

Nevertheless, the threshold for carrying out a successful patent misuse defense should 

not be unachievable in practice since the whole concept should bring more effective tools 

for generic manufacturers in potential infringement disputes taking into account that an 

originator’s patent could still become enforceable again.  

All in all, it seems that since the whole doctrine of patent misuse is US based doctrine 

connected to the law of equity, that is as such unfamiliar concept in the Finnish legal 

system, it could be fairly difficult to implement such doctrine in Finland as it exists in the 

US. At least, it should be modified somewhat considerably. Nevertheless, influences from 

other jurisdictions are commonly taken, and at least, some ideas from the patent misuse 

defense could be brought to the Finnish legal discussion relating to the defense in reverse 

payment settlement cases. The patent misuse defense could offer an optional way for a 

generic manufacturer to defend itself in a case relating to reverse payment settlement 

agreements.  

On the other hand, the Finnish Patents Act (550/1967) could also contain an abuse of 

rights clause because such doctrine is already recognized in many civil law countries. 

This could be an additional way for a generic manufacturer to defend itself against the 

abusive practices by an originator company, and it could also hinder such practices by 

originator companies within pharmaceutical industry. A kind of patent misuse defense 

mechanism could be created based on the abuse of rights doctrine as well. 
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6 CONCLUSIONS 

Reverse payment patent settlements in the pharmaceutical sector constitute a 

complicated phenomenon for courts to evaluate while balancing between IP law, 

competition law as well as freedom of contract. We have been seen these kinds of 

settlements both, in the EU as well as in the US, and courts have been facing difficulties 

to evaluate these settlements which can be seen from the variable rulings and the 

dissenting opinions presented by the judges. Especially, IP law and competition law 

conflict with each other in many of the reverse payment settlement cases presented in 

this thesis. 

Nevertheless, IP law should not be considered to be totally immune from any 

competition aspects, although, these two areas of law aim to answer different questions 

and have different goals. On the other hand, competition law should not aim to answer 

a question that clearly falls under IP law. Likewise, IP law should not aim to answer 

questions that are clearly matters of competition law. Unquestionably, reverse payment 

patent settlements as a phenomenon have effects on competition law as well as on patent 

law.  

The Actavis case as the leading Supreme Court case in the US shows that the 

anticompetitive effects of a reverse payment depends on their size, especially in relation 

to payer’s anticipated litigation costs, their independence from other services for which 

they might represent payment, and a lack of any other convincing justification. The US 

Supreme Court also pointed out that a reverse payment and its reasonableness may be 

assessed without litigating the validity of a patent. However, the question that raised 

different opinions between the judges was the question of whether the settlement 

granted monopoly power beyond that offered by the patent at issue which should be 

answered by applying patent legislation, not antitrust legislation. Nevertheless, the 

Actavis decision shows that reverse payment settlements shall also be evaluated under 

antitrust law, and the parties concluding these kinds of settlements cannot solely rely on 

the scope of the patent test arguing that their conduct falls inside the scope of the granted 

patent rights.  

In the Lundbeck case in 2016, the General Court of the EU ruled that reverse payment 

patent settlement agreements in pharmaceutical sector breached EU competition laws 

while sustaining the EC’s previous decision in which the EC concluded that irrespective 

of any patent dispute, the generic competitors agreed with Lundbeck to stay out of the 
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market in return for the transfer of value which constituted “a buying-off of competition” 

and the agreements eliminated competitive pressure from the generic manufacturers. 

According to the General Court, the agreements conducted between Lundbeck and the 

generic competitors constituted a restriction of competition by object. The Lundbeck 

case is still pending in the CJEU and, therefore it remains to be seen if the CJEU changes 

the General Court’s ruling. Nevertheless, it is somewhat evident that reverse payment 

settlement agreements shall be evaluated under competition legislation, and reverse 

payment settlements can constitute a restriction of competition by object as well.  

However, the Servier case in the EU shows that reverse payment settlement cases do not 

always reach an exact same conclusion, and the end-result of a court case may be rather 

different compared to previous case law. In the Servier case, the General Court partly 

followed its previous conclusions in the Lundbeck case but this case also brought new 

aspects to consider for the General Court as it evaluated the complex side-deals between 

Servier and Krka and pointed out that licensing agreements may be an appropriate way 

to resolve disputes between companies. Again, this case illustrates the uncertainty of the 

end-results of reverse payment patent settlement cases while pharmaceutical companies 

have to closely pay attention to these kinds of settlements since they might breach 

competition rules in the EU depending on the conditions of a settlement agreement.  

The latest court case293 in the EU level concerning reverse payment settlements also 

clarified the criteria whether a reverse payment settlement agreement is contrary to EU 

competition law. According to the CJEU, the prohibition of the Article 101(1) TFEU 

applies to the agreement between undertakings if the agreement has negative and 

appreciable effect on competition within the internal market, which presupposes that 

such undertakings has to be in a relationship in a potential competition. Also in this case, 

the term “potential competitors” were analyzed taking into account the other party’s 

concrete opportunities to enter the market. Additionally and with respect to the 

restriction of competition by effect, there is no need to predict the probability of a generic 

manufacturer being successful in patent proceedings or that the parties would probably 

have concluded a less restrictive settlement agreement. Nevertheless, it seems that a 

restriction of competition by object plays a critical role in the EU case law when analyzing 

reverse payment settlements.  

                                                      
293 See chapter 3.3.4.  
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All in all, competition law itself cannot address all the issues that relate to reverse 

payment settlements in the pharmaceutical sector since it aims to further healthy 

competition between pharmaceutical companies as well as prevent monopoly creation 

that would distort the markets. For example, if there are complex side agreements not to 

challenge the validity of the patent or SPC’s granted to very weak patents which does not 

necessarily amount to a restriction of competition by object or abuse of dominant 

position. Nevertheless, competition regulation definitely forms one aspect to consider 

when discussing about reverse payment settlements. As the court cases in the US as well 

as in the EU indicate, reverse payment settlements are not easy to resolve while raising 

different legal opinions among scholars and judges, there could be more tools in the legal 

system to evaluate these kinds of settlement agreements.  

The judicial system of the US recognizes the patent misuse doctrine created by the 

Supreme Court of the US that as such is not a familiar concept in the EU. Originally, it is 

an extension of the equitable doctrine of unclean hands and addresses concerns that 

relate to patent policy and its goal to promote and encourage science and innovation. 

First, patent misuse was defined as an impermissible attempt to extend the scope or time 

of the patent grant. It could be used as an affirmative defense by a defendant against a 

plaintiff who has been misusing its patent by impermissibly extending the scope or time 

of the patent grant. If the patent misuse defense turns out to be a successful defense 

mechanism in a dispute, a patent owner, who has been misusing its patent, cannot 

enforce its patent against an alleged infringer (also the party that presented the patent 

misuse defense). However, a patent shall not be declared invalid in its entirety as it may 

become enforceable again if a patent owner corrects its conduct.  

As the patent misuse doctrine is originally created by the Supreme Court of the US, such 

doctrine has evolved and changed over time what for it is not very easy to apply or 

interpret. Nowadays, the patent misuse doctrine has been applied together with the 

antitrust rule of reason analysis which has led to an uncertain legal environment. This 

means that in order to constitute patent misuse, certain conduct should also breach 

antitrust legislation, and the evaluation of possible patent misuse would be conducted by 

applying the rule of reason analysis. Anyhow, originally the patent misuse doctrine was 

not linked to the antitrust rule of reason analysis and, still, there are grounds to be found 

that advocates in favor of the existence of the patent misuse doctrine as an independent 

doctrine without a link to antitrust regulation since a certain kind of conduct by a patent 

holder can be seen abusive even though it is not violating competition legislation as such. 
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In addition, the abusive practices of patent holders may contain different acts but, in 

general, abuse of law can be seen prohibited also in many civil law countries which 

indicates that a patent holder should not abuse the rights given to it by the patent law as 

the law do not protect abusive practices.  

The patent system addresses public policy concerns by encouraging innovation, R&D as 

well as follow-on research building whereas antitrust legislation aims to protect healthy 

competition in the market. Antitrust regulation as such is insufficient to address public 

policy concerns that relate to the patent system and its goal to promote the progress of 

innovation and science as well as to address the prohibition of abuse of rights in general. 

The patent misuse doctrine should not be combined with the antitrust rule of reason 

analysis since such doctrine should aim to address the issues that comes up from the 

needs of patent legislation. Reach-Through Royalties forms one useful example of the 

insufficiency of testing for patent misuse by applying the antitrust rule of reason analysis. 

Reach-Through Royalties may create royalty stacking effects while damaging 

downstream research as well as raise concerns regarding the scope of the patent 

extensions. These lastly-mentioned concerns seem to be more linked to patent policy 

than to the antitrust rule of reason analysis as patent policy addresses, for example, the 

questions of patent scope or the progress of science and innovation. 

The original patent misuse doctrine without the antitrust analysis could be a useful tool 

in reverse payment patent settlement cases, although competition law aspects cannot be 

totally ignored either. The patent misuse defense could be applied in reverse payment 

patent settlement cases but with certain limitations since a doctrine that is too broad or 

unpredictable could hamper the predictability of the legal system. In the US, the 

applicability of the patent misuse doctrine has been limited by the written law as well as 

by the court rulings while aiming to create more coherence on the interpretations of the 

patent misuse doctrine after such doctrine was criticized for the inconsistent 

applications. After the legislative changes, the patent misuse doctrine would no longer 

apply to refusals to license or to tying cases either. 

With respect to the current legal status of the patent misuse doctrine, it seems that such 

doctrine is applied together with the rule of reason analysis. However, in this thesis I 

have presented grounds for an independent existence of the patent misuse doctrine 

without a direct link to the rule of reason analysis that is a concept of antitrust law. 

Nevertheless, it also seems that the challenges with respect to the application of the 

patent misuse doctrine relate to the definition and the meaning of patent misuse as an 
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affirmative defense since it has not been very clear how and to what extent the patent 

misuse defense should be applied.   

Reverse payment patent settlements could be regarded as patent misuse even when 

patent misuse is defined without a link to the antitrust rule of reason analysis. In this 

respect, the question is that do reverse payment settlements impermissibly broaden the 

scope or term of the patent protection. In most cases, reverse payment patent settlement 

agreements relate to ‘secondary’ patents of an originator which usually are weaker with 

respect to patent protection. However, case law of the national courts in the EU and EPO 

boards of Appeal shows that defining the scope of the patent protection regarding 

‘secondary’ patents rarely is very easy or predictable while the validity of ‘secondary’ 

patents may be questioned as well.  

Reverse payment patent settlements may be seen as violating public policy concerns as 

well as the purpose of the patent system by impermissibly broadening the scope or term 

of the patent protection if a reverse payment settlement agreement goes beyond what is 

protected by a ‘secondary’ patent of an originator company. Moreover, originator’s 

‘secondary’ patent may be wholly or partially invalid as well, in which case a reverse 

payment settlement keeps invalid patents in force. If an originator concludes a reverse 

payment patent settlement with a generic manufacturer but an originator’s patent is not 

valid in the first place, this scenario may also create a situation in which an originator 

impermissibly broadens the length of its patent which used to be a valid and an 

enforceable patent. All in all, there may be variable situations for the applicability of the 

patent misuse doctrine in reverse payment settlement cases while the patent misuse 

based factors appear to be an agreement not to challenge patent term extensions and an 

agreement not to challenge validity of ‘secondary’ patents of an originator. However, it 

seems that the doctrine should be defined more precisely in order to advance the legal 

predictability and reliability towards the legal system.  

As discussed earlier, the Finnish legal system does not recognize the patent misuse 

doctrine as it exists in the US and transferring the doctrine into the Finnish legal system 

as a legal transplant294 seems rather challenging taking into consideration the origin of 

the doctrine and its connection to the law of equity and to the system of common law. 

Nevertheless, the patent misuse doctrine could be a source of inspiration for the Finnish 
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transferred to another jurisdiction in its original form.  
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Patents Act (550/1967) since it does not contain such a regulation on an affirmative 

defense relating to the abusive practices of patent holders, especially in reverse payment 

settlement cases.  

Certain elements of the patent misuse doctrine could be brought into the Finnish legal 

system in order to have more tools with respect to reverse payment settlement cases 

while the amount of such settlements have been increasing in the pharmaceutical 

industry.295 First of all, patent misuse as a conduct could be defined in the written patent 

legislation in order to clarify the definition of patent misuse. In addition, certain 

behaviors could be carved out from the definition of patent misuse. The patent misuse 

defense could be available only in specific cases, including reverse payment patent 

settlements. Secondly, the patent misuse defense could function more like an interim 

measure, and hence, the threshold for the evidence that needs to be presented in practice 

should not be very high since an originator’s patent would not be declared invalid 

definitively, and an originator has a possibility to amend its actions in a way that a patent 

may become enforceable again. 

The patent misuse defense could be an optional and an additional way for a generic 

manufacturer to defend itself in patent infringement proceedings against an originator. 

Of course, there exists other ways for the defense as well but the patent misuse defense 

could bring additional elements to the Finnish legal system, especially regarding reverse 

payment settlements in the pharmaceutical industry. Nevertheless, this does not 

eliminate the fact that reverse payment settlements may be evaluated under applicable 

competition legislation as well. However, the concept of patent misuse should be based 

on patent law as well as the underlying patent system only, and the definition of patent 

misuse should not include a direct link to competition legislation since competition 

legislation has different objectives. 

It is also very important to note that many civil law countries already recognize the abuse 

of rights doctrine, although, the content of such doctrine is not harmonized and may vary 

between different civil law countries. Also in Finland, many national laws include 

regulations relating to good faith and the duty of loyalty, although the abuse of rights 

doctrine is not codified as such in a specific law or regulation but certain elements of the 

doctrine can also be found in the Finnish legal system as well. In general, it seems to be 

                                                      
295 However, the aspects of competition law and the recent court cases may also restrain the 
amount of these settlements.  
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accepted that the law and the rights given by a legal system should not be abused as the 

law does not protect abusive practices. For example, in the case SAS Laboratoires Negma 

c. SAS Biogaran in France, the Paris Court of Appeal pointed out in the patent case that 

the combination of certain acts, such as delaying the grant of marketing authorizations 

for a generic manufacturer and the manipulation of the legal process, constituted abusive 

practices and applied the Article 1382 of the French Civil Code which concerns abuse of 

rights. 

All in all, the US based patent misuse as an affirmative defense could fit into reverse 

payment settlement cases as a legal tool for a generic to defend itself against an originator 

in patent infringement proceeding as reverse payment settlements could be seen as 

patent misuse by impermissibly broadening the scope or length of the patent grant as 

well as hindering the progress of science and innovation. Since such defense mechanism 

does not exist in the Finnish Patents Act (550/1967) and reverse payment settlements 

are even more common in Europe as well, there could be regulations on patent misuse 

in the Finnish Patents Act (550/ 1967) that could also hinder the abusive practices of 

patent holders. Such mechanism could also be based on the abuse of rights doctrine 

widely known in civil law countries while the US based patent misuse doctrine could act 

more like a source of inspiration since the idea of both doctrines is to prevent abusive 

practices and acts that could be considered to be against the objectives of certain rules. 
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