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GENERIC PHARMACEUTICALS 
 

-- Note by the European Commission -- 

1. Introduction 

1. On 8 July 2009, the Commission presented its final report on the sector inquiry into 
pharmaceuticals.1 The inquiry was initiated in response to information that competition in the 
pharmaceutical market in the European Union may not be working well as indicated by a decline in 
innovation2 and by instances of delayed market entry of generic medicines. 

2. This paper will explain the Commission's insights into the area of generic competition within the 
pharmaceutical sector. These are mostly based on the results of the above mentioned sector inquiry. 

3. For the in-depth analysis of the inquiry 219 prescription medicines were selected. These 
medicines were in their majority either blockbusters or well selling medicines facing loss of exclusivity in 
the period 2000 to 2007 or both. This sample corresponds to approximately 50% of the total prescription 
market in 2007 in the EU and covers a great variety of products across various therapeutic areas. Also, the 
70 respondent companies account for 80% of the total turnover generated with prescription medicines in 
the EU in 2007. 

4. The report shows that R&D based companies (originator companies) engage in practices that can 
contribute to a delay of market entry of generic medicines. The report also states that originator companies 
use patent strategies aimed at blocking or delaying the development of novel medicines by competitors. It 
furthermore highlighted room for improvement of the regulatory framework within the sector, in particular, 
it called for the creation of a Community patent and a unified and specialised Community jurisdiction to 
decide on patent litigation in the EU as well as improvements within marketing and pricing and 
reimbursement procedures.  

2. Market Characteristics 

5. The pharmaceutical sector is essential for the health of Europe's citizens who need access to 
innovative, safe and affordable medicines. On average approximately € 430 was spent on medicines in 
2007 for each European citizen and this amount will likely continue to increase as the population in Europe 
ages. Overall, in 2007, the market for prescription and non-prescription medicines for human use in the EU 
was worth over € 138 billion ex-factory and € 214 billion at retail prices. The pharmaceutical market thus 
accounted for close to 2% of annual EU GDP. 

                                                      
1  The full texts of the Commission Communication on the final report as well as the final report as technical 

annex to the communication are available at the website of DG Competition: 
http://ec.europa.eu/competition/sectors/pharmaceuticals/inquiry/index.html . See also Press Release 
IP/09/1098  and MEMO/09/321. 

2  As measured by the decreasing number of novel medicines reaching the market each year. 
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2.1 General relationship between originator (branded) pharmaceuticals and generic 
pharmaceuticals 

6. The pharmaceutical sector is highly regulated and R&D driven. Patents are of crucial importance 
to protect the innovative efforts. On the supply side, there are two types of companies. Originator 
companies are active in research, development, management of the regulatory process for new products 
including the clinical trials needed for marketing authorisation, manufacturing, marketing and supply of 
innovative medicines. Their products are usually subject to patent protection, which, on the one hand, 
provides a compensation for the often very high costs spent on innovation (including failed projects) and, 
on the other hand, makes information on inventions public. The protection is limited in time, encouraging 
the company to bring the innovation to market as quickly as possible and ensuring that the company 
continues to innovate and brings forward future innovative products. The second category of companies, 
manufacturers of generic products, can enter the market with medicines that are equivalent to the original 
medicines, however only upon patent expiry of the existing original products and when the so called data 
exclusivity period for the originator product expired. Their prices are on average 40% lower than those of 
the originator products in the EU after two years. This helps containing public health budgets and 
ultimately benefits consumers. The market share of generic medicines varies significantly between 
Member States. 

7. Originator companies spend a comparatively large amount (on average 17%) of their turnover 
from prescription medicines on R&D, but an even higher amount on marketing and promotion (23%). Not 
all active ingredients for the companies' medicines are discovered and developed by the originator 
companies marketing them. Nowadays a substantial amount (close to 40% undergoing final approvals in 
2007) are acquired or in-licensed, e.g. from SMEs including those in the biotechnology sector. Generic 
companies have a different cost structure spending most on manufacturing (51%) and less on R&D (7%). 

8. On the demand side, the pharmaceutical sector is unusual in that, for prescription medicines, the 
ultimate consumer (the patient) is not the decision maker. Decisions are generally made by the prescribing 
doctors, and in certain Member States, the pharmacist also plays a role. Yet, neither the patient, nor the 
prescriber or the dispenser directly bear most of the costs, as these are generally covered and/or reimbursed 
largely, or even wholly, by national health (insurance) schemes. The pharmaceutical sector is also unusual 
in that prices are most often the result of a regulated decision-making process, involving negotiations 
between the pharma companies and the administration. Where this is not the case, i.e. in countries with so-
called free pricing, prices are dependent on the reimbursement status. Because of this structure, doctors, 
pharmacists and patients are usually not very price sensitive for prescription medicines, although various 
mechanisms to control prescription medicine budgets do exist. 

9. As regards concentration of the industry, there is a trend for consolidation in the pharmaceutical 
sector in human health and in particular, in animal health. Three categories of cases can be identified in the 
field of human health: Firstly, mergers between different originators whereby the rationale for the 
acquisition of another originator company particularly seems to lie in a broadening of the R&D activities 
into further therapeutic areas and in a filling up of the R&D pipeline (like Pfizer/Wyeth3, Merck/Schering-
Plough4); secondly, mergers between generic companies with other generic companies (like Teva/Barr5), 
which are leading to very significant players in the generic markets. Thirdly, further mergers between 

                                                      
3  Commission Decision of 17 July 2009 (Case Comp/M.5477 Pfizer/Wyeth); see press release under:  

http://europa.eu/rapid/pressReleasesAction.do?reference=IP/09/1161 . 
4  Case Comp/M.5502 Merck/Schering-Plough; just notified. 
5  Commission Decision of 19 December 2008 (Case Comp/M.5295 Teva/Barr); see press release under: 

http://europa.eu/rapid/pressReleasesAction.do?reference=IP/08/2043 .  
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originator and generic drug companies (like Sanofi-Aventis/Zentiva6) can be expected, whereby originators 
wish to pursue also the generics business. In the field of animal health, and in particular in the field of 
vaccines, there is already a high concentration in the markets in Europe.  

2.2 Regulatory Framework for Generics 

10. The pharmaceutical sector constitutes a market which is strongly regulated by different legal 
frameworks that to a certain degree can affect classic market and competition forces. Thus, rules on patents 
and data protection, marketing authorisation as well as pricing and reimbursement play an important role. 

2.2.1 Patents 

11. In Europe, patent protection can last up to 20 years from the date of a patent application. For the 
pharmaceutical sector, where the time between filing a patent application and market launch can be 
significantly longer than in other sectors, supplementary protection certificates (SPCs7) can be issued. 
These extend the effective protection of products already on the market by a maximum of five years. 
Despite significant efforts, neither a Community patent nor a Community jurisdiction for patent matters 
exist. The European Patent Office handles centralised patent applications (and opposition and appeal 
procedures relating to granted patents). However, once granted, the European patent turns into a bundle of 
national patent rights, which, in court, must be challenged at national level. This can lead to diverging 
national decisions and is costly and time-consuming for all stakeholders concerned as will be pointed out 
further below. 

2.2.2 Marketing authorisation and data protection expiry 

12. In order to maintain public health standards, marketing authorisation procedures verify that 
medicines are safe, effective and of good quality. Detailed results of (pre-) clinical tests and clinical trials 
must be submitted for a new medicine. Generic medicines also require marketing authorisations, but 
applications need not resubmit detailed tests and trial results, if it is shown that the generic product is bio-
equivalent to a medicine previously authorised. However, abridged applications of this kind are only 
permitted once the originator company's data relating to the pre-clinical tests and clinical trials is no longer 
protected (so-called data protection). The latter protection period can be up to ten years. The 
implementation of harmonised rules will only take effect in 2013. 

13. As a consequence, the exclusivity an originator product enjoys for a certain period can either 
stem from its patent protection or from data protection. The latter will be applicable in the few cases where 
a patent was filed a long time before the market authorisation for the product concerned was obtained. In 
such a case the effective patent protection after grant of the marketing authorisation can be shorter than the 
data exclusivity period.   

14. Marketing authorisation procedures are regulated by EU law. There is a centralised application 
procedure leading to authorisation for the entire EU or national procedures which result in national 
authorisations that can benefit from mutual recognition in other Member States. The scope of the 
centralised procedures has been extended over the years. Since 2005 it also applies to generic products.  

                                                      
6  Commission Decision of 4 February 2009 (Case Comp/M.5253 Sanofi-Aventis/Zentiva); see press release 

under:  http://europa.eu/rapid/pressReleasesAction.do?reference=IP/09/210 . 
7  For further details see: Council Regulation (EEC) No 1768/92 of 18 June 1992 concerning the creation of a 

supplementary protection certificate for medicinal products (OJ L 182, 2.7.1992, pp. 1-5). 
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15. Marketing authorisations are issued on the basis of scientific criteria concerning the quality, 
safety and efficacy of the medicinal product concerned. While dealing with such applications, the 
marketing authorisation bodies should disregard all other criteria such as the patent status of the reference 
medicinal product.8  

2.2.3 Pricing and reimbursement 

16. In almost all Member States the pricing and reimbursement status of a prescription medicine 
must be determined before launch if funded under the social security system. The underlying objective is to 
maintain control over national health budgets. There is only a minimum harmonisation of procedures 
governing price setting procedures (as required by the Transparency Directive9).  

17. In several Member States prices for a medicine are set following negotiations between the 
companies and the health administration, while others allow the companies to determine them freely. 
However, in the latter case the level of reimbursement as negotiated with the state will be crucial. Even if 
in both cases the Member State play an important role in the price setting mechanism it has to be 
underlined that companies have a certain room of negotiation within these procedures. A new model used 
by some Member States is that of tendering for rebate contracts, discussed further below. 

2.3 Findings on generic entry and impact 

18. As regards the impact of generic entry the sector inquiry found that in markets where generic 
medicines become available, average savings to the health system (as measured by the development of a 
weighted price index of originator and generic products) are almost 20% one year after the first generic 
entry, and about 25% after two years (EU average). In rare instances even price drops of as much as 80 – 
90% after generic entry could be observed. Obviously, there are significant differences between different 
medicines and Member States. For example, in certain Member States the price for the originator product 
remains largely stable, even after generic entry, whilst in other Member States the prices dropped much 
sharper than the average, in particular for the generic versions of the product. By comparison, the price of 
medicines without generic entry stayed stable and even slightly increased. 

19. Based on a sample of medicines used for in-depth investigation that faced loss of exclusivity in 
the period 2000 – 2007 (representing an aggregate post-expiry expenditure of about € 50 billion over this 
period in 17 Member States) the sector inquiry report estimates that this expenditure would have been 
about € 15 billion higher without generic entry. However, the savings from generic entry could have been 
20% higher, if generic entry had taken place without delay. 

                                                      
8  See in particular Article 81 of Regulation (EC) No 726/2004 of the European Parliament and of the 

Council of 31 March 2004 laying down Community procedures for the authorisation and supervision of 
medicinal products for human and veterinary use and establishing a European Medicines Agency, OJ L 
136, 30.4.2004, p. 1 (as last amended by Regulation (EC) No 1394/2007, OJ L 324, 10.12.2007, p. 12) and 
Article 126 of 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, OJ L 311, 28.11.2001, p. 67 (as last 
amended by Directive 2008/27/EC, OJ L 81, 20.3.2008, p. 45). 

9  See: Directive 89/105/EEC of the Council of 21 December 1989 relating to the transparency of measures 
regulating the process of medicinal products for human use and their inclusion in the scope of national 
insurance systems (OJ L 40, 11.2.19689, pp. 8-11). 
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2.4 Factors that seem to encourage generic uptake 

20. A number of Member States apply policies supporting the sale of generic medicines by 
combining demand and supply side pricing practices, such as obliging doctors to prescribe the molecule 
instead of the brand or obliging pharmacists to dispense the cheapest product. In certain Member States 
health insurers have recently become active in efforts that should lower the prices for generic medicines, 
e.g. through tender procedures. The latter provides for discounts that the companies winning a tender give 
to the sickness funds. In exchange the sickness funds will only reimburse their patients for the specific 
substances that are covered by the contract, thereby bringing down the costs of medicines. Concerns have 
been voiced in particular by generic firms that these tenders may in the long run reduce competition, where 
big firms will be able to undercut prices over a longer period in order to drive smaller ones out of the 
market. Also pharmacists complained as they lost the discounts/rebates granted by the originator company.   

2.5 Problematic issues as regards the regulatory framework 

2.5.1 Fragmented patent system  

21. The need for a Community patent and a unified and specialised court is now supported by 
originator and generic companies and their industry associations alike. The need for a Community patent is 
furthermore fully supported by findings of the sector inquiry namely by the high number of patent 
litigation cases, in many instances dealing with the same underlying issue across different Member States. 
Thus 30% of the cases were duplicates of parallel cases in other Member States and in 11% of the cases 
conflicting judgements were rendered, putting legal certainty into question. Last but not least, the total 
costs of the patent litigation analysed in the report amount to € 420m. 

22. In addition, generic companies and some originator companies also called upon the patent offices 
and most prominently the EPO, to which most applications go, to ensure a high quality of patents granted 
and effectively counter strategies that may cause unnecessary delays such as divisionals.  

2.5.2 Marketing authorisation issues 

23. With respect to procedures governing marketing authorisations, companies, industry associations 
and national agencies reported most prominently about bottlenecks that can lead to obstacles and delays of 
market entry. 

24. Some originator companies also said that they would favour further international harmonisation 
of marketing authorisation procedures, in particular between the EU and the US. First steps are under way 
to achieve this. 

25. Furthermore, the inquiry revealed that originator companies intervene in marketing authorisation 
procedures of generic products claiming the latter to be less safe, less efficient than or not equivalent to the 
corresponding originator product or even violating their patent rights. 

2.5.3 Issues of Pricing and Reimbursement 

26. With respect to pricing and reimbursement procedures, originator companies complained in 
particular about the delays and uncertainties created by the national procedures. The delays would reduce 
the time during which originator companies can reap the benefits of their innovation. Whilst additional 
efforts to speed up procedures should be undertaken, it should also be noted that the effective protection 
period of originator products increased from 10.5 years in 2000 to more than 14 years in 2007 (effective 
protection is measured from product launch of the originator product to the first product launch of an 
independent generic product). 
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27. Generic companies voiced concerns about delays in the pricing and reimbursement procedures as 
a result of the additional requirements introduced by some Member States. They pointed in particular to the 
fact that some Member States request evidence that the patents of the originator companies are not 
violated. The latter was often based on interventions by originator companies. They also called for 
immediate pricing and reimbursement status for their product. 

28. Generic companies also called for measures facilitating generic uptake after loss of exclusivity. 

2.6 Recommendations by the Commission on Regulatory Framework 

29. As far as the regulatory framework is concerned, the Commission reaffirmed the urgent need for 
the establishment of a Community patent and of a unified specialised patent litigation system in Europe, 
which pursuant to the sector inquiry has received increased support from the pharmaceutical sector. With 
respect to patent law the sector inquiry also fully confirmed the relevance of the recent initiatives of the 
European Patent Office to ensure a high quality standard of patents granted and to accelerate procedures 
("raising the bar") as well as the limitation of the period during which voluntary divisionals may be applied 
for. 

30. With respect to marketing authorisation the Commission announced that it will focus on the full 
implementation and effective enforcement of the regulatory framework, e.g. regarding patent linkage or the 
respect of deadlines in the approval procedures. The Commission recalls that third party submissions and 
even less so formal interventions during the assessment of an application for a marketing authorisation are 
not foreseen in Community pharmaceutical legislation. It calls upon marketing authorisation bodies to 
ensure that submissions by third parties that cannot be excluded are well documented and made transparent 
towards the applicant, and to make all necessary efforts that submissions do not necessarily lead to delays 
for the applicants. 

31. Concerning pricing and reimbursement the Commission invites Member States to consider (the 
introduction of) provisions that would grant pricing and reimbursement status to generic products 
automatically/immediately where the corresponding originator product already benefits from such a status. 
Moreover, Member States should disregard third party submissions raising patent, bioequivalence or safety 
issues. Member States should ensure that submissions by a third party at pricing and reimbursement bodies 
that cannot be disregarded are well documented, made transparent towards the applicant and should make 
all necessary efforts that the intervention does not lead to unnecessary delays for the applicant. Finally, the 
Commission invites Member States to the extent not yet done to consider policies facilitating rapid generic 
uptake and/or generic competition. It will facilitate cooperation between Member States and the exchange 
of best practices on generic policies. Ultimately the Commission will examine the potential need for a 
review of existing EU rules in the area of pricing and reimbursement (Transparency Directive 
89/105/EEC). Furthermore, a Joint Action on Health Technology Assessment has just been submitted for 
funding under the Health Programme 2009. Its aim is to reduce the duplication and risk of contradictions 
of scientific assessments of medicinal products in order to evaluate their "added value". 

3. Practices of originator companies vis-à-vis generic products 

32. Apart from regulatory issues the sector inquiry examined strategies originator companies used in 
response to (imminent) generic market entry: Originator companies design and implement a variety of 
strategies in order to ensure continued revenue streams from their medicines. The successful 
implementation of the strategies of this "tool box"10 of instruments may have the effect of delaying or 

                                                      
10  The term "tool box" is a term commonly used by originator companies in their strategy documents. 
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blocking generic entry. The preliminary and final reports underline, however, that company behaviour may 
not be the only cause for the delay of generic entry on the market. 

3.1 Importance of IP and patents for this sector 

33. Patents are key for the pharmaceutical industry, as they allow companies to recoup investment 
and to be rewarded for innovative efforts. The sector inquiry report does not put into question the need for 
strong intellectual property rights. Patents are essential for innovation, in particular for the pharmaceutical 
industry with its long R&D phase and long lifecycle of products. Patents are necessary to recoup 
investments that have been put into research. At the same time, this does not mean that EC competition law 
does not need to be respected. 

3.2 Patent Strategies 

34. The sector inquiry looked in detail at patent strategies of originator companies. The aim of the 
sector inquiry was to help understand whether originator companies develop and employ strategies with 
the purpose of blocking or delaying generics. 

35. The sector inquiry found that originator companies aimed to extend the breadth and duration of 
protection of a product by filing numerous patents for the same molecule, forming so-called "patent 
clusters". 

36. Patent clusters in this context describe a situation, where, in order to protect its medicine, an 
originator company holds in addition to some fundamental patents, often called "primary patents", as they 
protect the main active compound, a multitude of additional patents often referred to as "secondary 
patents", covering all kinds of secondary aspects of the medicine, e.g. formulations, processes or non-
formulation products such as salts or hydrates. In some cases, individual blockbuster medicines are 
protected by up to 90 patent families translating into 1300 national and EPO patents and pending patent 
applications across the EU Member States.  This creates a dense web of patents around the originator 
company's blockbuster product which can lead to uncertainty for generic companies as to which of these 
patents they will possibly have to face. From a commercial perspective a generic company that wants to 
enter the national markets has to confront the sum of all patents in these member states. 

37. Quotes from strategy documents and e-mails gathered during the course of the inquiry, in 
particular during the inspections confirmed the intention of companies to delay generic entry through the 
filing of secondary patents such as the following two:  

“I suppose we have all had conversations around “how can we block generic manufacturers" 
[…]. Don't play games in patenting new salt forms too late, the generics are starting earlier and 
earlier. Get claims on key intermediates that cover a number of routes […] Process patents are 
not the biggest block but can put generics off if a superior chemistry job is done." 

“Secondary patents will not stop generic competition indefinitely but may delay generics for a 
number of years, at best protecting [the originator’s] revenue for a period of time.” 

38. Furthermore, the increased filing of divisional patent applications, in particular before the EPO, 
has been an object of complaint by the generic industry as a potential instrument to prevent or delay 
generic entry. 

39. A divisional patent application is created where the applicant, either voluntarily or at the request 
of the examining office, divides out from a patent application ("parent patent application") one or several 
(narrower) patent applications ("divisionals"). Such a division must be undertaken as long as the parent 



 DAF/COMP/WD(2009)117 

 9

patent application is still pending. However, once created, a divisional has a life of its own, i.e. even if the 
parent patent application is refused or revoked, the divisional would still be pending. The divisional will 
have the same priority and application date as the parent patent application. In other words, if granted, a 
divisional will, in principle, provide the same duration of patent protection as the parent application. Also, 
the divisional application cannot go beyond the scope of the parent application. 

40. However, applicants can use this procedure to "reset the clock" and gain more time for patent 
examination, thus extending the period where applications are pending. As each divisional application has 
to be assessed individually, a successful challenge of a parent application will not create legal certainty for 
the challenger, as long as several other divisional applications are still pending. In such cases, generic 
companies pointed out, it is virtually impossible for them to predict when which divisional application will 
possibly be granted. As a consequence they are unsure as to what they can reproduce without infringing 
any patents, even if the parent patent application has been refused or revoked.11 

41. On the basis of observations of patent filings for the top 20 best-selling medicines the sector 
inquiry found a clear continuity on average, i.e. that originator companies keep on filing new patent 
applications for their blockbusters. Hence, there is a steady increase in the number of patent applications 
over the whole lifetime of the primary patent, often only after product launch. This is due to the fact, that 
amongst the top-selling medicines there is an important number of medicines, where filings increase 
rapidly just in the years prior to expiry.  

3.3 Patent disputes and litigation 

42. The patent strategies mentioned above may eventually lead to non-litigious patent disputes as 
well as litigation. In this respect it needs to be underlined that enforcing patent rights is a fundamental right 
which is not put into question by the sector inquiry. 

43. The sector inquiry found almost 460 patent disputes outside legal proceedings on the sample of 
219 medicines alone. Interestingly, almost all of these patent disputes between originator and generic 
companies - 91% - were initiated by an originator company. 

44. As regards litigation, the inquiry found that, in the period 2000 to 2007, originator companies 
engaged in nearly 700 cases of patent litigation with generic companies concerning the sample of products 
investigated. Here, 54% of the cases were initiated by an originator company. Secondary patents accounted 
for nearly two thirds of all litigated patents (64%). Primary patents made up the remaining 36%. It is 
noteworthy that of all cases where a final judgment was taken (149) generic companies won 62%. 
However, on average, it took 2.8 years for a final judgment to be reached by court.  

45. Moreover, in about half of all cases where an originator company requested an interim injunction 
ordering the generic not to sell, such an injunction was granted. This happened in 112 cases of the sample. 
On average, an interim injunction lasted for 18 months. When analysing the final outcome of cases in 
which interim injunctions were granted, it would appear that almost 50 % of them were favourable to the 
generic companies (including favourable settlements). 

46. Furthermore there are issues of duplication and contradictory judgements already mentioned 
above.12  

                                                      
11  In reaction to such complaints the EPO recently changed its rules on voluntary divisional patent 

applications limiting the filing period. 
12  See above para. 21. 
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3.4 Patent opposition procedures 

47. The sector inquiry also examined opposition procedures including appeals before the European 
Patent Office (EPO), involving generic companies as opponents against the patents of originator 
companies. Opposition procedures, in this particular context, allow generic companies to request a review 
by the European Patent Office of whether the conditions for granting the patent are met. Thus these 
procedures can serve as an important tool for opponents, such as generic companies, in order to ensure 
patent quality and to remove patents that do not meet the agreed standard. 

48. In opposition procedures, a European patent can be either maintained, or rejected or amended.  

49. Counting only rejections as a success the sector inquiry found that in the majority (60%) of 
opposition procedures in which a final decision was reached, generic companies were successful. In a 
further 15% the scope of the patent was reduced.  While, in theory, opposition procedures could represent 
an efficient legal remedy for generic companies to challenge invalid patents, they unfortunately do not 
bring clarity and legal certainty in a timely manner. Almost 80% of procedures took more than 2 years 
before a final decision was reached. For some extreme cases, it took up to 9 years. 

3.5 Patent settlements  

50. Patent settlements are agreements between originator and generic companies to resolve patent-
related disputes and litigation. Occasionally, these settlements are also concluded in the context of 
opposition procedures. Whilst the sector inquiry recognises that settlements can be an efficient way to 
solve disputes it also found instances where patent settlements can have a restricting effect on generic 
entry.  

51. For the period 2000 to 2007, companies reported more than 200 settlement agreements relating to 
the EU markets and covering almost 50 medicines. Out of these 200 settlements, a bit more than half did 
not limit generic entry. The other half imposed a limitation on generic entry.  

52. Within this latter category the sector inquiry found that 54 agreements did not foresee any value 
transfer from the originator to the generic. These are typically cases where the generic company accepts 
that the originator company had a valid patent that needs to be respected.  

53. However, in the remaining 45 agreements one could observe a value transfer from the originator 
company to the generic company. The value transfer can take different forms, e.g. it can consist of a 
distribution agreement, a license agreement or an agreement with direct payments. 

54. In 22 patent settlements in which generic entry was limited in some form or other there was a 
direct payment made from the originator company to the generic company. In these cases more than € 
200m were transferred to the generic companies.  

3.6 Interventions before regulatory bodies 

55. Originator companies also intervened before national marketing authorisation and pricing and 
reimbursement authorities to call into question the quality or safety of generic products or to claim that the 
commercialisation of these products would violate their patent rights.  
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56. In this respect it is interesting to note that marketing authorisation bodies are not entitled under 
EU law to verify the patent status of the generic product.13  

57. The sector inquiry found that - where an initial intervention before the authority does not lead to 
the desired result - originator companies may take the national authorities to court. The vast majority of 
court cases brought against national authorities by originator companies, however, were lost by the latter. 
In fact, originator companies won only 2% of cases launched against marketing authorisation bodies where 
patent infringement or safety issues were raised. Likewise, originator companies were only successful in 
19% of cases against marketing authorisation bodies regarding data exclusivity. 

58. Even where generic companies can ultimately enter the market, the interventions can have 
significant consequences. When comparing the duration of approval procedures in which an intervention 
took place with procedures in which no such intervention took place the former lasted on average 4 months 
longer. In the inspection material one originator company reported about significant additional revenues 
obtained through such interventions. 

3.7 Life cycle strategies 

59. Incremental research is important as it can lead to small but important steps in innovation and 
thus can lead to second generation products that address unmet patient needs. The generic industry is 
however more critical towards second generation products, and speaks about so called ever-greening 
strategies. Generic companies argue that second generation products are often based on first generation 
products and have little or no added value for patients.  

60. For the sample of 219 molecules originator and generic companies reported that approximately 
40 % of all medicines were either a first or a second generation product. For the narrower sample of 
medicines that faced expiry in the period 2000 to 2007 the percentage figures increased even to 53%. 
Obviously, there were significant discrepancies between the reports of generic and originator companies. 

61. Originator companies confirmed that they launch second generation products on average 1 year 
and five months prior to the loss of exclusivity of the first generation product. Timing is crucial when 
switches occur and significant marketing and promotion efforts are undertaken when the switches are 
envisaged.  

62. Originator companies confirmed that the switch to the next generation must take place before the 
generic version of the first generation product is launched as was also illustrated by quotes from strategy 
documents. Generic companies on the other hand submitted that they have difficulties to enter the market 
when a second generation product was launched successfully by the originator company and the patient 
base was switched.  

3.8 Cumulative use of instruments 

63. In many instances, originator companies used two or more instruments from the "tool-box" in 
parallel and/or successively in order to protect the revenue streams from their (best-selling) medicines 
which can lead to cumulative delays.  

                                                      
13  Article 81 of Regulation (EC) 726/2004 and Article 126 of Directive (EC) 2001/83 provide that an 

authorisation to market a medicinal product shall not be refused, suspended or revoked except on the 
grounds set out in the Regulation and the Directive. Considering that patent status is not included in the 
grounds set out in the Regulation and the Directive, it cannot be used as an argument to refuse, suspend or 
revoke a marketing authorisation. 
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3.9 Problematic issues: 

64. Many of the practices examined in the report may be completely unproblematic. An evaluation of 
their compatibility with competition law will have to be carried out on a case-by-case basis taking into 
account individual circumstances. However, as mentioned in the Commission decision14 launching the 
sector inquiry certain practices may cause market distortion when they unduly fence off incumbent 
suppliers of drugs from generic competition, for example, due to de facto extended patent protection 
through unilateral conduct or agreements. Such practices may limit consumer choice; reduce economic 
incentives to invest in research and development of new products and damage public and private health 
budgets. 

65. Such practices may include the filing of patent applications or the exercise of patent rights which 
may not serve to protect innovation but to block generic competition; litigation, which may be vexatious, 
and agreements, which may be collusive, such as patent settlements that restrict generic market entry and 
contain a value transfer from the originator company to the generic company.  

3.9.1 Patent thickets and divisionals  

66. The increased use of patent applications and the creation of patent clusters by originator 
companies in the pharmaceutical sector seem to lead to uncertainty for generic competitors as regards how 
they can enter with a generic product after the primary patent has expired without infringing any secondary 
patents as explained above.15 In a similar manner the use of divisional applications by originator companies 
create such a legal uncertainty.16  

67. Thus, in the course of the sector inquiry several generic manufacturers complained that originator 
companies filed numerous patent applications for secondary aspects of a medicine, using also a great 
number of divisionals in this context. Generic companies maintained that originator companies obtain 
"weak patents" since in their opinion novelty and inventive step requirements, in particular for secondary 
patent applications, were too easily considered to be met by the EPO, an argument which was also 
reiterated during the public consultation. In this context it needs to be pointed out that certain types of prior 
art may be "unsearchable" and thus not easy to detect for the EPO. Furthermore, examination by the EPO 
does not include any experiments to verify applicant allegations. 

68. Given that a significant number of patents that have been challenged in litigation or opposition 
have been later annulled, questions as to the quality of these patents could be raised. Depending on the 
circumstances of the case the filing of a multitude of patents protecting the same medicine as well as the 
use of divisionals may be problematic under company law. 

3.9.2 Disputes and Litigation, opposition procedures: may deter generic entry, litigation length, 
possibly weak patents 

69. Access to courts is guaranteed as a fundamental right in Article 6 of the European Convention of 
Human Rights. This as well as the judicial enforcement of patent rights constitutes a self-evident guarantee 
which is not questioned by the Final Report of the Sector Inquiry. 

                                                      
14 See: Commission Decision of 15 January 2008 initiating an inquiry into the pharmaceutical sector pursuant 

to Article 17 of Council Regulation (EC) No 1/2003, available at: 
http://ec.europa.eu/competition/sectors/pharmaceuticals/inquiry/decision_en.pdf . 

15  See above para. 37. 
16  See above para. 41. 
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70. It is noteworthy, though, that in the majority of opposition and appeal procedures against 
originator company's patents examined in this report the final outcome was a revocation of the disputed 
patent. These procedures almost exclusively concerned secondary patents. Furthermore in 55 % of the 
patent litigation cases between originator and generic companies that involved a question of the disputed 
patent's validity and that reached a final judgement, the patents were annulled (43 of 78 cases). This could, 
again, be an indication for a lesser quality of the patents involved. 

71. The judicial enforcement of such patents with the aim of sending out signals to generic 
companies, or the intentional creating financial barriers in form of multiple costly and lengthy patent 
litigation procedures in order to deter generic competitors from entering the market, may constitute a 
problem in individual cases depending on its circumstances. 

3.9.3 Settlements: pay for delay deals 

72. As already pointed out patent settlements may have restrictive effects on market entry of generic 
medicines. Cases run by the US FTC show that certain patent settlements, in particular those including a 
so-called reverse payment from the originator to the generic company have the main purpose to keep 
generic products from entering the market where they might have had good chances to do so due to a 
significant probability of their winning patent litigation. 

73.  The sector inquiry has found a substantial number of patent settlements that contained a value 
transfer in one form or another from the originator company to the generic company and entailing a 
restriction of generic market entry. Though the litigating parties may have found an understanding in these 
cases this may be problematic: Consumers, e.g. sickness funds and partly patients were not included in 
negotiations and will have to continue paying higher prices as generic market entry usually resulting in 
price drops is restricted.  

3.9.4 Interventions: patent linkage and interventions with sole aim of delaying 

74. Regulatory procedures like the one aimed at marketing authorisation are in principle bilateral 
ones. Thus interventions from third parties are not foreseen in the process. On the other hand marketing 
authorisation bodies have to take into account all indications or hints made by third parties that suggest 
safety or efficacy concerns. Where such interventions are not founded and systematically run by third 
parties with the primary aim of preventing a generic competitor to enter the market this may well raise 
competition law concerns.  

75. Patent linkage, i.e. considering potential patent infringements in a marketing authorisation 
procedure, is clearly forbidden by EU law. Where a third party continuously claims such patent 
infringements before marketing authorisation bodies and in particular challenges their decisions on this 
ground in order to avoid that pricing and reimbursement status is granted to the generic product, the 
originator company might succeed in delaying the procedure, which could trigger competition concerns.  

3.9.5 Life cycle strategies 

76. Second generation products often constitute an improvement of a previous product. They may 
have fewer side effects, may be easier to administer or may significantly enhance patient compliance, e.g. 
because they only have to be taken once a week instead of each day. This may serve a patient need.  

77. However, the launch of a second generation product can be a scenario in which an originator 
company might want to make use of instruments that delay the market entry of generic products 
corresponding to the first generation product. Thus they could prevent a consumer choice between a 
second generation and a (generic) first generation product. The companies have an incentive to do so in 
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order to avoid generic exposure for the second generation product. Therefore they have to ensure that a 
substantial part of the patient base is "switched" to the second generation product before generic versions 
of the first generation product are on the market. If generic companies enter the market before the patients 
are switched, originator companies may have difficulties in convincing doctors to prescribe their second 
generation product or in obtaining a high price for the second generation product. 

78. In this context the AstraZeneca17 case has to be mentioned where the Commission came to the 
conclusion that AstraZeneca had abused government procedures (e.g. submitting misleading information to 
obtain longer SPC periods) in order to delay generic entry of generic omeprazole. In the specific 
circumstances of the case this was held to amount to an abuse of a dominant position, in other words a 
violation of Article 82 of the EC Treaty. One underlying aim was to facilitate the launch of AstraZeneca's 
second generation product on the market. Thus it is not the launching of a second generation product but 
another form of behaviour, namely the tactics of an exclusionary bridging strategy to keep out generic 
competition during the crucial "switching phase" that may be problematic under competition law rules. 

3.9.6 Accumulation of practices 

79. The sector inquiry showed that originator companies often use several of the above mentioned 
strategies, sometimes even all of them. The cumulative use of such tactics may be an indication for an 
anticompetitive strategy aimed at preventing the market entry of generic products. This will, however, 
always depend on the circumstances of the individual case. It certainly not a per-se infringement of 
competition law rules and the combination of various legal means does not necessarily render their 
combination illegal. 

3.10 Recommendations: Competition law scrutiny  

80. The possible use of specific instruments and strategies by originator companies in order to delay 
generic entry will be subject to competition scrutiny if used in an anti-competitive way, which may 
constitute an infringement under Article 81 or 82 of the EC Treaty. In particular patent settlements with 
reverse payments and interventions before regulatory bodies will be closely monitored by the Commission. 

81. The Commission has already started investigations in a few cases such as Servier18 examining 
potential anti-competitive agreements. Furthermore the Commission has already concluded a case 
involving the abuse of a dominant position and the abuse of government procedures in the context of 
supplementary protection certificates (AstraZeneca).19 

82. This will inevitably touch upon the intersection of competition and IP law. In this context it has 
to be underlined that both intellectual property rights and competition are necessary to promote innovation 
and ensure a competitive exploitation thereof.20 If the existence and exercise of an industrial property right 

                                                      
17  Commission Decision of 15 June 2005 (Case COMP/A. 37.507/F3 - AstraZeneca); currently under appeal 

currently pending before the Court of First Instance (T-321/05). 
18  COMP/39.612 - Perindopril (Servier) ; see press release under: 

http://europa.eu/rapid/pressReleasesAction.do?reference=MEMO/09/322&format=HTML&aged=0&langu
age=EN&guiLanguage=en . 

19  Commission Decision of 15 June 2005 (Case COMP/A. 37.507/F3 - AstraZeneca); currently under appeal 
currently pending before the Court of First Instance (T-321/05). 

20  Commission Notice – Guidelines on the application of Article 81 of the EC Treaty to technology transfer 
agreements, OJ C 101 of 27 April 2004, p. 2-42. 
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is not of itself incompatible with competition law, they are not immune from competition law 
intervention.21 However, certain practices can only be an infringement in exceptional circumstances.22 

83. Thus, where appropriate, the Commission will make full use of its powers under antitrust rules 
(Articles 81, 82 and 86 of the EC-Treaty), but also merger control (Regulation (EC) No 139/2004)23 and 
State aid control (Articles 87 and 88 of the EC-Treaty). The Commission, in close cooperation with the 
National Competition Authorities, will pursue any antitrust infringement in the sector, wherever required 
by the Community interest. Action can also be taken at national level and in areas which were not the 
primary focus of the inquiry or are outside its scope. The Commission will in particular continuously 
monitor patent settlements. 

                                                      
21  See Commission Notice – Guidelines on the application of Article 81 of the EC Treaty to technology 

transfer agreements, OJ C 101 of 27 April 2004, p. 2-42. See also Judgment of the Court of 27 September 
1988, Case 65/86 (Bayer v. Süllhöfer), [1988] ECR, p. 05249. 

22  See, for instance: Joined cases C-241/91 P and C-242/91 Radio Telefis Eireann (RTE) and Independents 
Television Publications (ITP) v Commission (Magill) [1995] ECR I-743, para. 50; case C-418/01 IMS 
Health v NDC Health [2004] ECR I-5039; case T-201/04 Microsoft v Commission [2007] ECR II-3601, in 
particular paras. 688 et seq. Commission Communication of 16 July 2008 on an Industrial Property Rights 
Strategy for Europe, COM(2008)465 final. 

23  Council Regulation (EC) No 139/2004 of 20 January 2004, OJ L 24 of 29.1.2004, p. 1–22. 


