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Commission launches sector inquiry into pharmaceuticals

Monica ALFARO MURCIA, Philipp GASPARON, Sune LARSEN, Harald MISCHE and 
Bertus VAN BARLINGEN (1)

On 15 January 2008, the Commission initiated 
an inquiry into the pharmaceutical sector. As 
a first step, the Commission undertook unan-
nounced inspections at the premises of a number 
of pharmaceutical companies in the EU. It was 
supported by officials of the national competition 
authorities. The Commission inspected produc-
ers of innovative medicines as well as producers 
of generic medicines (2). This was the first time the 
Commission had launched a sector inquiry with 
unannounced inspections (3).

This article will briefly explain what a sector 
inquiry is, why the Commission has decided to 
open such an inquiry in the area of pharmaceu-
ticals, what the scope of the inquiry is and how it 
will be conducted.

What is a sector inquiry?
The legal basis for a sector inquiry is Article 17 of 
Council Regulation (EC) No 1/2003 (4). This pro-
vision allows the Commission to open an inquiry 
into a particular sector of the economy ‘[w]here the 
trend of trade between Member States, the rigidity 
of prices or other circumstances suggest that com-
petition may be restricted or distorted within the 

(1) Directorate-General for Competition, Task force 
— Pharmaceuticals Sector Inquiry. The content of this 
article does not necessarily reflect the official position 
of the European Commission. Responsibility for the 
information and views expressed lies entirely with the 
authors.

(2) Innovative medicines are newly discovered medicines 
for which the inventor enjoys patent protection. Such 
medicines are sold under their brand name. They com-
pete with other medicines, whether innovative or gene-
ric, for the same therapeutic use. Generic medicines are 
basically copies of medicines for which the period of 
patent protection has expired. Generic medicines com-
pete with one other and with the original innovative 
brand medicine. Each medicine, whether innovative or 
generic, requires a market authorisation before it can be 
put on the market.

(3) In this sector inquiry, upfront inspections were indis-
pensable to ensure that the Commission had imme-
diate and sufficient access to all relevant, highly sensi-
tive business information. The kind of information the 
Commission will be examining, such as the underlying 
material relating to the use of intellectual property 
rights, litigation and settlement agreements covering 
Europe, is by its nature information that companies tend 
to consider highly confidential and which is at risk of 
being withheld, concealed or destroyed.

(4) OJ L1, 4.1.2003, p. 1. Regulation as last amended by 
Regulation (EC) No 1419/2006 (OJ L 269, 28.9.2006, 
p. 1).

common market’. The purpose of the inquiry is to 
look into such possible restrictions or distortions 
of competition and their possible causes, and, 
where appropriate, to suggest ways forward. These 
findings and recommendations will be set out in 
a final report. The final report is preceded by a 
preliminary report, to which actors in the sector 
concerned and the public at large can react.

The Commission conducts a sector inquiry 
using the normal investigatory instruments at 
its disposal: it may send requests for informa-
tion, carry out inspections, and take statements 
(Articles 18-20 of Regulation 1/2003). It may also 
impose procedural fines where companies supply 
incorrect or misleading information in reply to a 
request for information, refuse to cooperate with 
an inspection, or break any seals affixed during 
the inspection (5).

The Commission uses the information obtained in 
the inquiry to better understand the sector from 
the point of view of competition policy. The Com-
mission may then, should there be grounds for 
doing so, assess whether it needs to open specific 
investigations in addition to the sector inquiry 
to ensure respect for competition law or to see 
whether there is a need for competition advocacy.

The current sector inquiry into pharmaceuticals 
is not the first sector inquiry the Commission has 
launched. In recent years, the Commission has 
already conducted inquiries into sectors such as 
telecommunications, energy and financial serv-
ices (6).

Reasons for the sector inquiry into 
pharmaceuticals
As Commissioner Kroes stated when she 
announced the initiation of the sector inquiry at 
a press conference on 16 January 2008: ‘Individu-
als and governments want a strong pharmaceuti-
cal sector that delivers better products and value 
for money. But if innovative products are not being 
produced, and cheaper generic alternatives to exist-
ing products are being delayed, then we need to find 
out why and, if necessary, take action’ (7).

(5) See Article 23 of Regulation 1/2003, see also the initia-
tion of proceedings towards sanofi — aventis.

(6) See http://ec.europa.eu/competition/antitrust/sector_
inquiries.html. 

(7) Press release IP/08/49, 16.1.2008.
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Ensuring vigorous competition in the pharmaceu-
tical sector is important for several reasons: this 
sector is very close to the everyday life of Europe’s 
citizens. Most of us will be using medicines at some 
stage in our lives. We all benefit from having the 
most modern medicines at our disposal. We also 
benefit from having value for our money when it 
comes to medicines for which patent protection 
has expired. In Europe, the pressure on health 
budgets, both public and private, is increasing. As 
Commissioner Kroes indicated, ‘medicines cost us 
all a lot of money — we spend around 200 billion 
euros each year on pharmaceuticals; that’s around 
400 euros for every man, woman and child in the 
Member States of the European Union’ (8). The 
availability of novel medicines and the affordabil-
ity of existing medicines are therefore key social 
objectives.

Moreover, the pharmaceutical industry is an 
important knowledge-based sector in the Euro-
pean industrial landscape. Europe has tradi-
tionally been a strong player in pharmaceuticals 
worldwide. In order for European companies to 
remain strong global players, vigorous competi-
tion must be ensured in Europe. This applies both 
to innovative and generic companies.

The Commission generally opens sector inquir-
ies when it has indications that competition in the 
sector concerned may not be working as well as 
it could. This was also the case for pharmaceuti-
cals. Over the last couple of years, through its own 
monitoring of the sector as well as through specific 
cases it has handled, the Commission has become 
concerned that competition in this sector may 
not be as intensive as it should be. With respect to 
innovative medicines, for instance, the Commis-
sion has noted that the number of such medicines 
reaching the market has decreased over time. From 
1995-1999 an average of 40 novel products were 
launched per year. From 2000-2004 the figure was 
only 28 (9). The Commission intends to investigate 
the reasons for this and in particular whether any 
commercial practices that may be relevant under 
competition law could be the cause. The likeli-
hood of generic products coming onto the market 
after patent expiry should in principle be a strong 
incentive for further innovation. But where com-
panies owning so-called ‘blockbusters’ (medi-
cines with an annual turnover of more than 1 bil-
lion US dollars) succeed in misusing procedures 
in favour of their blockbusters, the replacement 
of these products by newly developed medicines 

(8) Press release SPEECH/08/18, 16.1.2008.
(9) See European Federation of Pharmaceutical Industries 

and Associations (EFPIA): The Pharmaceutical Indus-
try in Figures, 2006 edition, page 7, on-line available at 
http://212.3.246.100/Objects/2/Files/infigures2006.pdf.

might also be delayed. The same could happen if 
a company succeeds in preventing competition to 
its blockbuster through patents that may unduly 
block product entry, or through possibly vexatious 
litigation. Such commercial practices are therefore 
key issues the sector inquiry will examine.
These concerns are not just theoretical, as, for 
example, the AstraZeneca case (10) shows: the 
Commission fined this company EUR 60 million 
for infringing Article 82 EC Treaty and Article 54 
EEA by misusing public procedures and regula-
tions in a number of EEA countries to exclude 
generic firms and parallel traders from competing 
against AstraZeneca’s anti-ulcer product Losec.
Regarding generic medicines, the Commission has 
indications that the entry of such medicines onto 
the market has in some cases been delayed. Here 
too, the Commission will investigate whether 
this is in fact the case and, if so, what the possible 
causes are.

Scope of the sector inquiry
The sector inquiry concerns medicines for human 
consumption. In particular, this covers substances 
claimed to have properties for treating or prevent-
ing disease in human beings. These include all 
prescription medicines for humans. Veterinary 
medicines are outside the scope of the inquiry.
As already mentioned, the focus of this sector 
inquiry lies on the behaviour of companies, not 
on the regulatory or legal systems in place in the 
EU. The sector inquiry will focus on commercial 
practices, including patenting or the exercise of 
patents aiming not so much to protect innovation 
but to block innovative and/or generic competi-
tion, litigation that may be vexatious, and agree-
ments that may be collusive, such as settlement 
agreements.
However, the commercial behaviour of companies 
is conditioned by the framework of regulatory and 
legal systems in place, and makes use of these sys-
tems. Not every use made of such systems is nec-
essarily compatible with EU competition rules (11). 
In its inquiry, the Commission will take into con-
sideration the scope for competition that exists 
within the current regulatory and legal systems.
The inquiry covers the entire territory of the Euro-
pean Union. Non-European companies whose 
activities affect trade in the European Union are 
covered by the inquiry, even if they are located 
outside the European Union.

(10) See the Commission’s Decision of 15 June 2005, summa-
rised in http://ec.europa.eu/competition/sectors/phar-
maceuticals/astrazeneca.pdf. Press release IP/05/737, 
15.6.2005.

(11) See the AstraZeneca case mentioned above.
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Conduct of the sector inquiry
In parallel to analysing the information gathered 
in the inspections in detail, the Commission sent 
out requests for information to all stakeholders in 
the sector.

Following the evaluation of all this information, 
a preliminary report will be published in the 
autumn of 2008. Reactions to that report from 
stakeholders in the sector and from the public at 
large will again be assessed, after which the publi-
cation of a final report is envisaged for the spring 
of 2009.

The Commission’s sector inquiry into pharma-
ceuticals is now well under way. It offers an 
important opportunity to all actors in the sec-
tor and indeed to the public at large to make 
their views known to the Commission regard-
ing any potential or actual competition prob-
lems they are aware of. If you wish to send 
information relating to this inquiry to the Com-
mission, please do contact DG Competition 
(comp-sector-pharma@ec.europa.eu), indicating 
the reference COMP/TF/39.514 in your corres-
pondence.




