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Final results of the Commission pharmaceutical sector inquiry: 
competition and regulatory concerns to address

Fabio Domanico and Elena Kamilarova (1)

On 8 July 2009, the Commission presented the fi-
nal results of  its sector inquiry into pharmaceuti-
cals. The inquiry examined the competitive relation-
ship between originator and generic companies and 
amongst originator companies and made important 
policy recommendations on how the sector could 
function better. In addition, on the basis of  the 
knowledge acquired during the inquiry, the Commis-
sion has stepped up its antitrust enforcement in the 
sector. This article presents the final results of  the 
inquiry and its policy recommendations aimed at en-
suring an efficient and competitive pharmaceutical 
sector to the benefit of  EU consumers while also 
identifying a number of  issues that warrant compe-
tition law scrutiny. 1

1. Overview of the Pharmaceutical 
Sector in the EU

Europe’s citizens need access to innovative, safe and 
affordable medicines. The pharmaceutical sector is 
highly regulated and R&D driven. On the supply 
side, originator companies aim to bring new prod-
ucts to the market. The patent system provides the 
legislative framework allowing companies to reap 
the benefits of  their research and development 
work. At the same time, public health systems are 
subject to financial constraints. Generic companies, 
which bring generic versions of  previously patent-
protected products onto the market, help to keep 
public budgets under control, as their products are 
much cheaper than the originator product and have 
the same therapeutic effects. 

The pace of  consolidation in the pharmaceutical 
sector has been picking up in recent years, as generic 
and originator companies are acquired by other orig-
inator companies, and as generic companies merge, 
creating large multinationals. (2) 

1( ) The content of this article does not necessarily reflect the 
official position of the European Commission. Responsi-
bility for the information and views expressed lies entirely 
with the authors.

2( ) S ee  ca ses :  COM P/M .5476 — Pf i se r/Wyet h ; 
COMP/M.5502 — Merck/Schering-Plough; COMP/M. 
5530 — Glaxo Smith Kline/Stiefel; COMP/M.5295 — Teva/
Barr ; See Cases COMP/M.5253 Sanofi-Aventis/Zentiva; 
COMP/M.5555 — Novartis/ Ebewe.

On the demand side, the pharmaceutical sector is 
unusual in that, for prescription medicines, the final 
consumer (the patient) is not the decision maker. 
Decisions are generally made by the prescribing 
doctors. The patient does not directly bear the costs 
either, as these are generally covered and/or reim-
bursed largely, or even wholly, by national health 
(insurance) schemes.

Given the importance of  a well-functioning pharma-
ceutical sector and signs that competition in the phar-
maceutical market in the European Union may not 
be working well, the Commission launched a sector 
inquiry into pharmaceuticals on 15 January 2008. (3) 
After the presentation of  the Preliminary Report in 
November 2008 (4) and a subsequent public consulta-
tion involving all interested stakeholders, the Com-
mission published its Final Report on 8 July 2009. (5) 

2. Final results
The Final Report confirmed the preliminary find-
ings of  the sector inquiry suggesting that the behav-
iour of  originator companies contributes to generic 
delay and is one of  the reasons for the difficulties in 
bringing new medicines onto the market. (6) As sec-
tor inquiries are a tool under EC competition law, 
the inquiry’s main focus was company behaviour. 
The report, however, also confirmed the important 
role of  the legislative framework and calls upon all 
stakeholders to ensure that the existing framework is 
correctly implemented and that the necessary meas-
ures are taken to adapt the framework in the areas 
of  patent law, marketing authorisation and pricing 
and reimbursement. 

3( ) Commission Decision of 15 January 2008 initiating an 
inquiry into the pharmaceutical sector pursuant to Arti-
cle 17 of Council Regulation (EC) No 1/2003.

4( ) Pharmaceutical Sector Inquiry, Preliminary Report, DG 
Competition Staff Working Paper, 28.11.2008, available at: 
http://ec.europa.eu/competition/sectors/pharmaceuticals/
inquiry/index.html 

5( ) Commission Communication of 8 July 2009 on the 
Executive Summary of the Pharmaceutical Sector In-
quiry Report, press release IP/09/1098, available at: 
http://ec.europa.eu/competition/sectors/pharmaceuticals/
inquiry/index.html 

6( ) Competition policy newsletter 2009-1 ‘Preliminary results 
of Commission pharmaceutical sector inquiry raise com-
petition concerns’.

http://ec.europa.eu/competition/sectors/pharmaceuticals/inquiry/index.html
http://ec.europa.eu/competition/sectors/pharmaceuticals/inquiry/index.html
http://ec.europa.eu/competition/sectors/pharmaceuticals/inquiry/index.html
http://ec.europa.eu/competition/sectors/pharmaceuticals/inquiry/index.html
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The sector inquiry was part of  Commission policies 
and initiatives relevant to the pharmaceutical sector, 
including the Lisbon Strategy, the Commission’s In-
dustrial Property Rights Strategy, (7) the Communi-
cation on a Renewed Vision of  the Pharmaceutical 
Sector (8) and the Innovative Medicines Initiative. (9) 

2.1. Competition between originator 
and generic companies — the issues

The inquiry showed that originator companies use 
a variety of  instruments (referred to as ‘tool-box’) 
to extend the commercial life of  their medicines 
and suggests that the behaviour of  companies con-
tributes to generic delay. It is important to under-
line that originator companies have, of  course, a 
legitimate interest in defending themselves against 
the premature market entry of  generic products. It 
would require an in-depth investigation based on 
the merits of  individual cases to decide whether the 
described practices can and do amount to a restric-
tion of  competition.

2.1.1. Patent filing strategies

A strategy commonly applied by originator compa-
nies is to seek to extend the breadth and duration of  
patent protection by filing numerous patents for the 
same medicine (forming ‘patent clusters’ or ‘patent 
thickets’). Documents gathered in the course of  the 
inquiry confirm that an important aim of  this strat-
egy is to delay or block the market entry of  generic 
medicines. (10) In some cases, individual blockbuster 
medicines can be protected by up to 100 product-
specific patent families, which can lead to up to 
1 300 patents and/or pending patent applications 
across the Member States. This can cause uncertain-
ty for generic competitors and affect their ability to 
enter the market.

7( ) Commission Communication of 16 July 2008 on an In-
dustrial Property Rights Strategy for Europe, COM(2008) 
465 final.

8( ) See, in particular, Commission Communication of 10 De-
cember 2008 (COM(2008) 666 of 10.12.2008: Safe, Inno-
vative and Accessible Medicines: A Renewed Vision for 
the Pharmaceutical Sector).

9( ) The Innovative Medicines Initiative is a Public-Private 
Partnership (PPP) between the pharmaceutical industry 
represented by the European Federation of Pharmaceutical 
Industries and Associations (EFPIA) and the European 
Communities, represented by the European Commission.

10( ) All patent applications do, however, need to be evaluated 
on the basis of the statutory patentability criteria by the 
patent offices, not on the basis of the underlying inten-
tions of the applicant.

2.1.2. Patent-related exchanges and litigation

Enforcing patent rights in court is legitimate and a 
fundamental right guaranteed by the European Con-
vention on Human Rights. As in any other industry, 
the inquiry’s findings show, however, that litigation 
can also be an efficient means of  creating obstacles 
for generic companies, in particular smaller ones. In 
certain instances, originator companies may consider 
litigation not so much on its merits, but rather as a 
signal to deter generic entrants. 

Between 2000 and 2007, originator and generic 
companies engaged in at least 1300 patent-related 
contacts and disputes out-of-court concerning the 
launch of  generic products for the 219 molecules 
in the sample under investigation. The number of  
patent litigation cases between originator and ge-
neric companies increased fourfold in that period. 
In total, nearly 700 cases of  patent litigation be-
tween originator companies and generic compa-
nies were reported for that sample alone. Whilst 
the originator companies initiated the majority of  
cases,  generic companies won almost two thirds of  
the cases where a final judgment was given. Patent 
litigation took on average 2.8 years, with consider-
able variations across EU Member States. Of  the 
cases in which the originator companies originally 
obtained interim injunctions, some 50 % ultimately 
ended with an outcome that was favourable to the 
generic company (i.e. they won the main proceed-
ings, or the settlement was beneficial to the generic, 
allowing immediate entry or providing for a value 
transfer). The total cost of  patent litigation in the 
EU in the cases reported is put at over €420 million. 
In 11 % of  the final judgments reported, courts in 
different EU Member States gave conflicting final 
judgments on the same issue of  patent validity or 
infringement. 

2.1.3. Oppositions and appeals before the 
European Patent Office (EPO)

The sector inquiry confirmed that the opposition 
rate (i.e. the number of  oppositions filed per 100 
patents granted) before the EPO is consistently 
higher for the pharmaceutical sector than for any 
other sector. In cases where they opposed a patent, 
generic companies prevailed in about 60 % of  fi-
nal EPO decisions (including appeal) in the period 
2000 to 2007. The scope of  the originator patent 
was restricted in another 15 % of  cases. However, 
it took more than two years on average to obtain 
80 % of  the final decisions, and this can limit gener-
ic companies’ ability to clarify the patent situation 
of  p otential generic products within a reasonable 
timeframe.
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2.1.4.  Patent settlements  
and other agreements

The inquiry established that between 2000 and June 
2008, more than 200 settlement agreements were 
concluded between originator and generic compa-
nies, with nearly 50 % restricting the generic com-
pany’s ability to market its product. A significant 
proportion of  these settlements contained — in ad-
dition to the restriction — a value transfer from the 
originator company to the generic company (e.g. di-
rect payment, a licence, distribution agreement or a 
‘side-deal’). Direct payments from originator compa-
nies to generic companies featured in more than 20 
settlement agreements and exceeded € 200 million. 
The latter type of  agreements has attracted antitrust 
scrutiny in the USA. Originator and generic com-
panies also concluded other types of  agreements 
before and after the expiry of  the patents, such as 
distribution agreements.

2.1.5. Other practices affecting generic entry

The inquiry found that originator companies inter-
vene before national marketing authorisation and/
or pricing and reimbursement authorities claiming 
that generic medicines are less safe, less effective 
and of  inferior quality or will violate their patent 
rights even though marketing authorisation bodies 
are not allowed to take this argument into account 
according to EU legislation. However, originator 
companies were rarely successful in challenging the 
decisions of  national authorities in court, e.g. the 
success rate against marketing authorisations was 
only 2 %. The sector inquiry estimated that in cas-
es, in which interventions by originator companies 
took place, authorisation procedures took 4 months 
longer. The inquiry also collected data about infor-
mation campaigns by originator companies against 
individual generic medicines and generic medicines 
in general.

2.1.6. Lifecycle strategies for second-generation 
products

Incremental research is important in that it can lead 
to significant improvements in existing products, 
including from the patient’s perspective. Howev-
er, generic companies and consumer associations 
sometimes question whether there is really any im-
provement of  therapeutic benefit for the patient. 
For 40 % of  the medicines in the sample selected, 
which had lost exclusivity between 2000 and 2007, 
originator companies launched second-generation 
products, making intensive marketing efforts to get 
a substantial number of  patients to switch to the 
new medicine prior to the market entry of  a gener-

ic version of  the first-generation product. When 
a second-generation product is launched ahead of  
the generic version of  the first-generation product, 
the switching rates are reported to be significantly 
higher. Occasionally, the switch is accompanied by 
the originator company withdrawing the first-gen-
eration product.

Patent and other strategies/instruments as de-
scribed above may sometimes – depending on 
the commercial importance of  the medicines – be 
used cumulatively with a view to prolonging the life 
cycle of  medicines. The inquiry shows that more 
lifecycle instruments are used for the best-selling 
medicines. 

2.1.7. Impact of generic entry 

The inquiry confirmed that, in many instances, 
generic entry takes place later than might be ex-
pected. For the sample of  medicines facing loss of  
exclusivity in the period 2000 to 2007, the average 
time between loss of  exclusivity and market entry 
was almost eight months (on a weighted average 
basis), and still around four months for the most 
valuable medicines. This is probably a conservative 
estimate. 

Generic delays are important as the price at which 
generic companies enter the market was found, on 
average, to be 25 % lower than the price of  the 
originator medicines prior to the loss of  exclusivity. 
Two years after entry, prices of  generic medicines 
were on average 40 % below the former origina-
tor price, leading to important savings for national 
health systems. Econometric analysis suggests that 
a number of  factors influence the observed pattern 
and speed of  generic entry, e.g. the turnover of  
originator medicines before expiry of  the patent, 
data exclusivity or the regulatory environment.

On the basis of  a sample of  medicines analysed 
the report estimates that savings due to generic 
entry could have been 20 % higher than they ac-
tually were if  entry had taken place immediately 
following loss of  exclusivity. Hence, the aggregate 
expenditure on the sample of  €50 billion would 
have been about €15 billion higher without generic 
entry (evaluated at constant volumes). However, 
additional savings of  some €3 billion could have 
been achieved had entry taken place immediately. 
This is a very conservative estimate as volume de-
velopments and other factors were not taken into 
account in the calculations.
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2.2. Competition between originator 
companies — the issues

The inquiry also sought to examine whether the be-
haviour of  originator companies might be one of  
the reasons for the difficulties in bringing new medi-
cines onto the market. (11) 

2.2.1. Patent strategies and litigation

While patent strategies to protect innovative efforts 
are legitimate, they may in certain cases interfere 
with the development of  competing medicines. 
Some patents seem to be directed exclusively against 
the development of  a competing product. These 
strategies are called by some originator companies 
‘defensive patent strategies’. (12) Certain originator 
companies were found to have refused a licence for 
these patents.

The inquiry also found that originator companies 
engaged in litigation against other originator compa-
nies. 66 patent-related litigation cases were reported, 
concerning 18 medicines. In 64 % of  the cases, liti-
gation was concluded by means of  settlement agree-
ments.

2.2.2. Opposition and appeal before the EPO

Originator companies mainly opposed each other’s 
secondary patents. The opposing originator com-
panies were very successful when challenging the 
patents of  other originator companies, prevailing in 
nearly 70 % of  final EPO decisions (including on 
appeal). The scope of  the patents was reduced in 
another 19 % of  the cases.

3. Policy recommendations 

With regard to the regulatory framework, the Final 
Report highlights three main areas of  concern: pat-
ents, marketing authorisation, and pricing and reim-
bursement. With respect to patents the Commission 
reaffirms — on the basis of  its findings — the ur-
gent need for a Community patent and for a unified 
specialised patent litigation system in Europe. The 
sector inquiry also fully confirms the relevance of  

11( ) Other factors cited by the originator industry for the de-
cline in innovation included increased scientific complexi-
ties, high attrition rates in late stage development and un-
certainty about the financial rewards. These factors were 
not covered by the inquiry.

12( ) The term ‘defensive’ patents cannot be found in patent law, 
and all patent applications need to be evaluated on the ba-
sis of the statutory patentability criteria, not on the basis of 
underlying intentions by the applicant. Also, it is an inher-
ent feature of a patent system to grant exclusive rights. The 
notion of ‘defensive patents’ should therefore not be taken 
to mean that these patents are of a lower quality or value; it 
merely tries to capture a classification made in industry for 
this type of patents from a commercial perspective.

recent initiatives by the European Patent Office to 
ensure a high quality standard of  patents granted 
and to accelerate procedures (‘raising the bar’).

With respect to marketing authorisation, the Com-
mission will focus on the full implementation and 
effective enforcement of  the regulatory framework, 
e.g. regarding the deadlines for marketing authori-
sation processes. The Commission will look closely 
at the cooperation between authorities and at build-
ing up capacities/expertise throughout the EU. The 
Commission has also reminded stakeholders of  the 
ban on patent linkage and of  the need to stop mak-
ing unwarranted interventions. 

Concerning pricing and reimbursement, the Com-
mission is calling on Member States to consider pro-
visions that would grant pricing and reimbursement 
status to generic products automatically where the 
corresponding originator product already benefits 
from such a status, and to consider policies to fa-
cilitate rapid generic uptake and/or generic com-
petition. This might include tender procedures, but 
stakeholders are reminded not to consider only the 
short-term effects. Depending on the outcome of  
the various initiatives, the Commission will examine 
the need for a review of  existing EU rules in the 
area of  pricing and reimbursement (Transparency 
Directive 89/105/EEC).

The Commission will continue to pursue a construc-
tive dialogue with all stakeholders to ensure that the 
Community’s pharmaceutical industry can develop 
its innovative potential to the full and that patients 
benefit from better access to safe and innovative 
medicines at affordable prices without undue delay.

4.  Competition law scrutiny 

On a case-by-case basis, the Commission will, where 
appropriate, make full use of  its powers under anti-
trust rules (Articles 81, 82 and 86 of  the EC Treaty), 
merger control (Regulation (EC) No 139/2004) (13) 
and State aid control (Articles 87 and 88 of  the EC-
Treaty). It will, in close cooperation with the Na-
tional Competition Authorities, pursue any antitrust 
infringement in the sector, wherever this is in the 
Community interest. Action may also be taken at na-
tional level and in areas which were not the primary 
focus of  the inquiry or are outside its scope.

The sector inquiry has identified a number of  com-
pany practices that warrant further scrutiny under 
the competition rules. While intellectual property 
law and innovation constitute an essential and dy-
namic component of  an open and competitive mar-
ket economy, they are still subject to competition 

13( ) Council Regulation (EC) No 139/2004 of 20 January 
2004, OJ L 24 of 29.1.2004, p. 1–22.
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law scrutiny. (14) However, certain practices can be 
considered an infringement only in exceptional cir-
cumstances. (15)

As regards competition between originator and ge-
neric companies, delays in generic market entry are a 
particular point of  concern. The use of  specific in-
struments by originator companies to delay generic 
entry will be subject to competition scrutiny if  there 
is an anti-competitive element (e.g. clear indications 
of  submissions being made to a marketing authori-
sation body with a view primarily to delaying the 
market entry of  a competitor).

With regard to competition between originator 
companies, defensive patenting strategies that focus 
mainly on excluding competitors without pursuing 
innovative efforts and/or the refusal to grant a li-
cence on unused patents will remain under scrutiny, 
especially where innovation is being blocked.

Agreements that are designed to keep competitors 
out of  the market may also fall foul of  EC compe-
tition law. Settlement agreements that limit generic 
entry and include a value transfer from an originator 
company to one or more generic companies are an 
example of  such potentially anticompetitive agree-
ments, in particular where the point is to share prof-
its via payments from originator to generic compa-
nies to the detriment of  patients and public health 
budgets.

To reduce the risk of  settlements being concluded 
at the expense of  consumers, the Commission will 
carry out focused monitoring. This will have to take 
into account the administrative burden imposed on 
stakeholders and will be limited in time until the 
Commission has gathered sufficient information 
to decide whether further action is needed. Further 
market monitoring is also ongoing and will try to 
identify any additional factors that may affect ge-
neric entry and the entry of  novel medicines onto 

14( ) See Commission Notice — Guidelines on the applica-
tion 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.

15( ) 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.

the market or which affect the functioning of  the 
distribution chain. (16) 

As mentioned above, the pharmaceutical industry is 
currently going through a significant phase of  con-
solidation. The Commission is following the trend 
towards increased market concentration with inter-
est, and analysis of  these merger cases will benefit 
from the insights gained through the sector inquiry 
so as to preserve a competitive structure and proc-
ess in the market.

Specific enforcement action is already underway. 
For example, on 8 July 2009, the Commission an-
nounced that it had initiated antitrust proceedings (17) 
against the French originator company Servier on 
the medicine perindopril. The proceedings relate 
to unilateral behaviour as well as patent settlement 
agreements between Servier and a number of  actual 
or potential generic competitors. (18) Meanwhile, on 
6 October 2009, the European Commission made 
surprise inspections at the premises of  several com-
panies active in the pharmaceutical industry which 
may have infringed the provisions of  the EC Treaty 
prohibiting restrictive business practices and/or the 
abuse of  a dominant market position (Articles 81 
and 82). (19) It is important to underline that inspec-
tions or the initiation of  formal proceedings cannot 
prejudge the final outcome of  the proceedings. 

16( ) In addition to the sector inquiry, the Commission is cur-
rently monitoring the pharmaceutical sector with a view 
to making a comprehensive macro-level analysis of the 
EU market for pharmaceuticals, covering some areas not 
addressed by the sector inquiry (e.g. distribution chains, 
trends in innovation spending in the EU etc.).

17( ) See case COMP/39612 — Servier (perindopril) with-
in the meaning of Article 11(6) of Council Regulation 
No 1/2003 and Article 2(1) of Commission Regulation 
No 773/2004.

18( ) Including Krka, tovarna zdravil, d.d., Lupin Limited, Ma-
trix Laboratories Limited (subsidiary of Mylan Inc), Niche 
Generics Limited (subsidiary of Unichem Laboratories 
Limited), and Teva Pharmaceutical Industries Limited.

19( ) See MEMO/09/435.


