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Interview with Paul Csiszár (European Commission - DG COMP),
by Kyriakos Fountoukakos (Herbert Smith Freehills)*

Paul Csiszár (Director of Basic Industries, Manufacturing and Agriculture, European
Commission - DG COMP) has been interviewed by Kyriakos Fountoukakos (Managing
Partner, Herbert Smith Freehills) in anticipation of the 2nd “Antitrust in Life
Sciences” Conference to be held online with a series of 4 webinars from June 22nd to
25th, 2021.

Registrations & Program here
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Kyriakos Fountoukakos: The European Commission has proposed new guidance with the
aim of catching acquisitions of start-ups (e.g. a biotech company with no actual products on
the market but an important pipeline product) by enabling EU member states to refer cases
to it for review under Article 22 of the EU Merger Regulation even though the case is below
the EU and national merger control thresholds. Why is the EC going in this direction? Will
you be providing guidance to companies that wish to have certainty that their case will not
be a candidate for referral after closing?

Paul Csiszár: As you know, in 2020 DG COMP has finalized its evaluation of some
jurisdictional and procedural merger control rules and processes. In particular, DG Comp has
focused on two main areas: (i) the EUMR’s turnover-based thresholds; namely, whether these
thresholds for filing a merger, which are based on the companies’ turnover, are still the only
right way to spot mergers that matter for competition (in other words, whether there is an
enforcement gap), and (ii) our continued efforts to simplify our procedures for the benefit of
businesses and other stakeholders. As to the latter, our simplification initiatives will assess
policy options to achieve further simplification by a potential revision of the Implementing
Regulation and/or the Notice on Simplified Procedure.

As to the EUMR turnover-based thresholds issue, I think most of your readers would agree
that a target company’s low or nonexistent turnover does not always reflect its relevance in
the market from a competition law perspective. In some industries, for example, in the digital
and pharmaceutical industries, the economically desired innovation competition and product
competition in the future can strongly depend on new products and services that are currently
under development and yet to have any significant sales. Although today the EUMR’s
existing thresholds overall seem to work well, there are probably a handful of mergers in each
year that could seriously affect competition in the EEA but DG Comp could not review the
merger in absence of the new approach to Art 22.

As to the second part of the question, in March 2021 the Commission has issued a new
Guidance on the application of the referral mechanism set out in Art 22.
(https://ec.europa.eu/competition/consultations/2021_merger_control/guidance_article_22_ref
errals.pdf) This Guidance provides for transparency on the envisaged procedural steps as well
as it lists some non-exhaustive factors that will assist the merging parties and their advisors in
assessing the possible application of Art 22 to their individual case. More specifically, the
Guidance describes the categories of cases that may constitute suitable candidates for a
referral under Art 22 in situations where the transaction is not notifiable under the laws of the
referring Member State(s). These could include, for example, where the target is a start-up or
a recent entrant with significant competitive potential that has yet to develop generating
significant revenues (or is still in the initial phase of implementing such business model), or
where the target is an important innovator or is conducting potentially important research.
The merging parties can voluntarily come forward with information about their intended
transactions, and in such cases, if sufficient information is provided, the Commission will give
them an early indication whether it does or does not consider that their merger would
constitute a good candidate for an Art 22 referral.
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In terms of market definition is the EC's approach overly narrow when it comes to
pharmaceutical products (down to the molecule in some cases). Does this not ignore marker
reality and the competitive interaction of drugs in a given therapeutic area?

I would not agree with the claim that the Commission’s approach to market definition is
overly narrow in the pharma sector. A proper market definition should reflect first and
foremost the market realities taking into account from where the competitive constraints are
coming for the product in question. The relevant market definition can change throughout the
life cycle of a particular pharmaceutical product. During pipeline development, one has to
examine the existing and future product markets as well as the innovation market that consists
of the research and development directed to particular new or improved goods or processes,
and the close substitutes for that research and development. And such innovation market is
likely to be different from the market that an originator’s drug faces around its patent cliff
when the actual and potential generic competitors would put direct price pressure on it.

The Commission has often referred to the third level of the Anatomical Therapeutic Chemical
Classification System (ATC 3), which groups medicinal products by their specific therapeutic
indications, as the starting point for defining the relevant product market. In a number of
cases, however, the Commission has found that the ATC 3 level classification does not lead to
the appropriate market definition within the meaning of the Commission’s Notice on the
Definition of the Relevant Market. The Commission thus also envisaged in the past the
possibility of defining the market by reference to the severity of a disease, and by market
segmentations based on the types of treatment, the line of treatment, the mode of action or
mode of delivery. Regarding pipeline products, the Commission has in the past considered
market definitions based on the indication, the mode of action, and, where relevant, the line of
treatment.

Again, as a medicinal product passes through its product life cycle, the market definition, be it
in the context of an ex-post antitrust or ex-ante merger assessment, should always aim to
describe a market with all companies, products, and services that constrain now or will in the
future each other’s ability to raise prices or lower quality or lessen innovation efforts. This
assessment needs to be performed in light of the specific facts and circumstances of each case,
and the position in its life cycle of the product in question.

The European Commission is cooperating with US, Canadian and UK regulators on the
approach to analysing life science mergers, what is driving this, and do you not think the
current legal and analytical framework is not sufficient to enable the EC to analyse mergers
in this area?

First of all, I should recall that DG Comp and these and other competition agencies already
have an excellent history of cooperation in the pharma sector relating to their parallel review
of specific pharma mergers. An innovative and well-functioning pharmaceutical sector is
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essential for meeting the needs of the citizens in every jurisdiction. Over the past years, DG
Comp has taken new initiatives in scrutinising global pharmaceutical mergers to protect the
development of new, life-saving medicines. The number of mergers in the pharmaceutical
sector has grown in recent years and thus it made sense to bring together the wealth of
collective experience in competition enforcement that goes beyond the well-established,
case-specific cooperation of the agencies.

The goal of the working group is to identify concrete and actionable steps to update the
analysis of pharmaceutical mergers. It will build further on the expertise of these agencies as
well as other stakeholders with relevant experience, who will submit contributions, to ensure
the most effective enforcement in this crucial sector. I personally believe that the current legal
and analytical framework of employed by the European Commission is adequate, but testing
it through this project and possibly improving it where necessary is a good idea given the
importance of the sector.

See the Program of the conference access the documentation here.
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