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Case T-227/21

IlIlumina, Inc.
v
European Commission

Judgment of the General Court (Third Chamber, Extended Composition), 13 July 2022

(Competition — Concentrations — Pharmaceutical industry market — Article 22 of Regulation
(EC) No 139/2004 — Referral request from a competition authority not having jurisdiction under
national law to examine the concentration — Commission decision to examine the
concentration — Commission decisions accepting requests from other national competition
authorities to join the referral request — Competence of the Commission — Time limit for
submitting the referral request — Concept of ‘made known’ — Reasonable time —
Legitimate expectations — Public statements by the Vice-President of the Commission —
Legal certainty)

1. Judicial proceedings — Intervention — Admissibility criteria — Interest in the result of the
case — Concept — Dispute relating to the legality of a Commission decision to examine a
concentration transaction at the request of national competition authorities — Recognition of
one of the undertakings concerned as intervener — Acquisition of sole control of the intervener
by the other undertaking concerned accompanied by a change of company form — Request for
withdrawal of status as intervener — Continuing interest in the outcome of the case
(Statute of the Court of Justice, Arts 40, second para., and 53, first para.; Rules of Procedure of
the General Court, Arts 89(3)(b), 145(1) and 154(3))

(see paragraphs 55-59)

2. Action for annulment — Actionable measures — Concept — Measures producing binding
legal effects — Measures altering the applicant's legal situation — Commission decision to
examine a concentration transaction at the request of national competition authorities -
Included
(Arts 263 and 288, fourth para., TFEU, Council Regulation No 139/2004, Art. 22(3), first para.,
and (4))

(see paragraphs 63-76)

3. Action for annulment — Actionable measures — Concept — Measures producing binding
legal effects — Preparatory measures — Letter of the Commission informing the undertakings
concerned by a concentration of a referral request from a national competition authority for
examination of the transaction concerned — Not included
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(Art. 263 TFEU; Council Regulation No 139/2004, Art. 22(2), first para.)

(see paragraphs 79-81)

Concentrations between undertakings  —  Examination by the Commission — —
Examination pursuant to a referral request made by a national competition authority and
subsequent requests to join that request submitted by other national competition
authorities -  Requirements —  Concentration within the meaning of Regulation
No 139/2004 — Lack of a European dimension — Effect on trade between Member States —
Threat of significant effects on competition in the territory of the Member States concerned —

Sufficient conditions
(Council Regulation No 139/2004, Arts 1 and 22(1) and (3))

(see paragraphs 89, 116, 121, 123, 141-145)

Concentrations between undertakings — Division of jurisdiction between the Court of Justice
and national competition authorities — Examination by the Commission — Referral request
made by a national competition authority — Transaction not falling within the scope of the
merger control rules of the State concerned — Circumstance having no determining effect
(Council Regulation No 139/2004, Art. 22(1) and (3))

(see paragraphs 90-92, 94, 107, 110, 113, 114, 116, 134, 139, 148)

Concentrations between undertakings — Examination by the Commission — Referral request
from a national competition authority not having jurisdiction under national law to examine
the concentration at issue — Competence of the Commission — Breach of the principle of
conferral of competences, the principle of subsidiarity, and of the principle of
proportionality — None — Observance of the principle of legal certainty

(Arts 4 and 5 TEU; Protocol No 2 annexed to the EU and FEU Treaties; Council Regulation
No 139/2004, Art. 22)

(see paragraphs 154, 155, 157-160, 162-165, 167, 168, 170-178)

Concentrations between undertakings — Examination by the Commission — Referral request
made by a national competition authority concerning a non-notifiable transaction -
Time limit for submission —Point from which time starts to run — ‘Making known’ of the
concentration to the Member State concerned — Concept — Need for active transmission of
information enabling assessment of the conditions for the application of the referral mechanism
(Council Regulation No 139/2004, Art. 22(1), second para.)

(see paragraphs 192, 198-211)

Competition — Administrative procedure — Obligations of the Commission — Duty to act
within a reasonable time — Application to the sending of an information letter concerning a
concentration with no European dimension which does not fall within the scope of the merger
control rules of the Member States — Preliminary analysis of the conditions for applying the
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referral mechanism — Criteria for assessment — Taking into account of the fundamental
objectives of effectiveness and speed and the clarity of the allocation of the respective areas of
intervention of the national authorities and of the European Union

(Council Regulation No 139/2004, Art. 22(5))

(see paragraphs 221-226)

9. EU law - Principles — Protection of legitimate expectations — Requirements —
Specific assurances given by the authorities — Concept — Public statements by a member of
the Commission announcing a reorientation of the Commission’s decision-making practice
concerning the control of concentrations. — Not included
(Council Regulation No 139/2004, Art. 22)

(see paragraphs 254, 262, 263, 265)
Résumé

The General Court upholds the decisions of the Commission accepting a referral request
from France, as joined by other Member States, asking it to assess the proposed acquisition
of Grail by Illumina

The Commission has the competence to examine that concentration which did not have a
European dimension or fall within the scope of national merger control rules of Member
States of the European Union or States party to the Agreement on the European Economic
Area

[llumina is an American company specialising in genomic sequencing. It develops, manufactures
and markets integrated systems for genetic analysis, in particular next generation genomic
sequencers which are used, among other things, in the development of cancer screening tests.
Grail is an American biotechnology company which relies on genomic sequencing to develop
such screening tests.

On 21 September 2020, those two undertakings' made public a proposal on the acquisition of
exclusive control of Grail by Illumina. Since turnover did not exceed the relevant thresholds, the
concentration at issue did not have a European dimension, within the meaning of Article 1 of the
Merger Regulation,? and was accordingly not notified to the European Commission. Nor was it
notified in the EU Member States or in States party to the Agreement on the European Economic
Area, since it did not reach the relevant national thresholds either.

Under Article 22 of the Merger Regulation, a national competition authority has the option to
request referral to the Commission for the examination of any concentration that does not have
a European dimension, but which affects trade between Member States and threatens
significantly to affect competition in the territory of the Member State concerned.

! Together ‘the undertakings concerned’.

2 Council Regulation (EC) No 139/2004 of 20 January 2004 on the control of concentrations between undertakings (OJ 2004 L 24, p. 1; ‘the
Merger Regulation’).
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In the present case, after receiving, on 7 December 2020, a complaint concerning the
concentration at issue, the Commission reached the preliminary conclusion that that
concentration appeared to satisfy the necessary conditions in order to be the subject of a referral
by a national competition authority.? It therefore sent a letter on 19 February 2021 to the Member
States (‘the invitation letter’) in order, first, to inform them of that concentration and, second, to
invite them to send it a referral request under Article 22 of the Merger Regulation. On
9 March 2021, the French competition authority sent it such a referral request, which the Greek,
Belgian, Norwegian, Icelandic and Dutch competition authorities subsequently requested, each in
its own right, to join. On 11 March 2021, the Commission informed the undertakings concerned
of the referral request (‘the information letter’). By decisions of 19 April 2021 (‘the contested
decisions’), the Commission accepted the referral request, along with the respective requests to
join.

[llumina, supported by Grail, brought an action for annulment against the contested decisions and
the information letter. By its judgment, delivered by a panel sitting in an extended composition
following an expedited procedure, the General Court dismisses that action in its entirety. On this
occasion, the Court rules for the first time on the application of the referral mechanism laid down
in Article 22 of the Merger Regulation to a transaction that did not have to be notified in the State
which made the referral request but which entails the acquisition of an undertaking whose
significance for competition is not reflected in its turnover. In the present case, the Court
acknowledges, in principle, that the Commission may be regarded as competent in such a
situation. Moreover, the Court gives clarification concerning the calculation of the time limit of
15 working days for Member States to submit a referral request in such a situation.

The analysis thus accepted by the Court prefigured a new approach on the part of the Commission
concerning the application of the referral mechanism laid down in Article 22 of the Merger
Regulation, according to the guidelines published on 31 March 2021,* whose implementation
opens the way for the EU merger control rules better to take into account transactions involving
innovative undertakings with significant competitive potential.

Findings of the Court

First, the Court rules on the admissibility of the action, which the Commission disputes, in the
light of the nature of the contested acts.

In that regard, the Court notes, on the one hand, that the contested decisions are, as such, binding
and, on the other hand, that each of them entails a change in legal system applicable to the
examination of the concentration at issue. In addition, those decisions which put an end to the
specific referral procedure, definitively determined the Commission’s position on that matter. By
accepting the requests submitted by the national competition authorities concerned, under
Article 22 of the Merger Regulation, the Commission acknowledged its own authority to
examine the concentration at issue in accordance with the substantive and procedural rules laid

3 As regards, in particular, the potential impact of the concentration at issue on competition in the internal market, the preliminary
analysis carried out by the Commission led it to describe concerns as regards the fact that the transaction could allow Illumina, a
company well established in Europe, to block access to Grail’'s competitors to the next generation sequencing systems required for the
development of cancer screening tests, and, accordingly, to restrict their development in the future.

Guidance on the application of the referral mechanism set out in Article 22 of the Merger Regulation to certain categories of cases
(0] 2021 C 113, p. 1).

4 ECLL:EU:T:2022:447



down for that purpose by the Merger Regulation, to which, in particular, the standstill obligation
referred to in Article 7 relates. In those circumstances, it is therefore necessary to find that the
contested decisions constitute challengeable acts for the purposes of Article 263 TFEU.

By contrast, according to the Court, this is not the case with regard to the information letter,
which, although it also triggers the standstill obligation, is merely an intermediary stage in the
referral procedure, with the result that the action is held to be inadmissible, in so far as it is
directed against that information letter.

Second, as regards the substance of the case, the Court examines, in the first place, the plea
alleging lack of competence on the part of the Commission. In that regard, the Court specifies at
the outset that it is called upon, in that context, to determine whether, under Article 22 of the
Merger Regulation, the Commission is competent to examine a concentration which is the
subject of a referral request made by a Member State which has a national merger control
system, but where that concentration does not fall within the scope of that national legislation.

In the present case, the Court finds, first, that, when it acknowledged its own competence in such
a scenario, the Commission did not rely on an incorrect interpretation of Article 22 of the Merger
Regulation.

The wording of that provision, in particular the use of the expression ‘any concentration’, makes it
clear that a Member State is entitled to refer any concentration to the Commission which satisfies
the cumulative conditions set out therein, irrespective of the existence or scope of national merger
control rules. Furthermore, it follows from the origin of that provision that the referral
mechanism it established was originally for the purpose of serving Member States without their
own merger control system, without limiting its applicability to that situation alone. Moreover,
from the point of view of the general structure of the Merger Regulation and its objectives, the
Court emphasises that its scope and therefore the extent of the Commission’s power of
examination concerning mergers depend primarily on the exceeding of the turnover thresholds
which define the European dimension, but also, in the alternative, on the referral mechanisms laid
down, inter alia, in Article 22 of that regulation.

In those circumstances, after noting that the objective of the Merger Regulation is to permit
effective control of all concentrations with significant effects on the structure of competition in
the European Union, the Court finds, finally, that the referral mechanism at issue is a corrective
mechanism forming part of that objective. It provides the flexibility necessary for the
examination, at EU level, of concentrations which are likely significantly to impede effective
competition in the internal market which, because the turnover thresholds have not been
exceeded, would otherwise escape control under the merger control systems of both the
European Union and the Member States. Consequently, the Commission regarded itself as
competent to examine the concentration at issue in line with a correct interpretation of
Article 22 of the Merger Regulation.
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Second, the Court considers that such an interpretation does not disregard either the principle of
conferral of competences,® the principle of subsidiarity,® or the principle of proportionality.’
Lastly, as regards the principle of legal certainty, the Court stresses that it is only the
interpretation adopted in the contested decisions which ensures the necessary legal certainty and
the uniform application of Article 22 of the Merger Regulation in the European Union. The Court
thus finds that the entirety of the plea in law alleging lack of competence on the part of the
Commission is unfounded.

As regards, in the second place, the plea in law alleging that the referral request was submitted out
of time, the Court finds that, according to the second subparagraph of Article 22(1) of the Merger
Regulation, the referral request must be made within 15 working days of the concentrations being
‘made known’ to the Member State concerned, if no notification of that concentration is required.

In that regard, the Court finds, first of all, that such ‘making known’ should be understood as the
active transmission of information to the Member State concerned, which is appropriate for it to
be able to assess, on a preliminary basis, whether the necessary conditions for the purposes of a
referral have been satisfied. It follows that the invitation letter, in the present case, constitutes the
‘making known’ referred to. In those circumstances, it must be held that the referral request was
made in due time, so that it cannot be regarded as having been submitted out of time.

That being so, in the context of the examination of the subsidiary complaints alleging
infringement of the principles of legal certainty and ‘good administration’, the Court stresses
next that the Commission is nevertheless required to comply with a reasonable time limit in the
conduct of administrative procedures, particularly, in the context of merger control, given the
fundamental objectives of effectiveness and speed underlying the Merger Regulation. However,
in the present case, the Court considers that a period of 47 days between the complaint’s being
received and the invitation letter’s being sent was unreasonable. Nevertheless, since it has not
been established that the Commission’s failure to comply with a reasonable time limit affected
the capacity of the undertakings concerned to defend themselves effectively, it cannot justify the
annulment of the contested decisions. Consequently, the Court also rejects the second plea in
law in its entirety.

In the third and last place, the Court also rejects the plea alleging breach of the principles of the
protection of legitimate expectations and of legal certainty. In that regard, since it considers the
claims relating to the latter principle to be insufficiently substantiated, the Court limits its
examination to the complaints concerning the principle of the protection of legitimate
expectations. It recalls in that regard that in order properly to rely on that principle, it is for the
party concerned to establish that he or she received precise, unconditional and consistent
assurances, originating from authorised, reliable sources, such as to lead him or her to entertain
well-founded expectations. However, in the present case, Illumina failed to demonstrate such
circumstances and cannot properly rely on the reorientation of the Commission’s
decision-making practice.

As set out in Article 4(1) TEU, read in conjunction with Article 5 TEU.

¢ As set out in Article 5(1) and (3) TEU and implemented by Protocol (No 2) on the application of the principles of subsidiarity and
proportionality (O] 2016 C 202, p. 206).

7 As set out in Article 5(1) and (4) TEU.
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