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I. Digital Regulations in Europe: Draghi Report and Digital Fairness Act

On September 16, 2025, approximately one year after the publication of the Draghi report,1 European
Commission ('EC') President, Ursula von der Leyen, and the report's author, Professor Mario Draghi,
announced a high-level conference to assess how much progress has been made in implementing its
recommendations. 2 The EC announced on the same day an open call for comments on its forthcoming
“Digital Package on Simplification” which endeavors to adopt one of the Draghi report’s key findings — that
is, that overregulation is hindering competitiveness. Specifically, The Digital Package on Simplification
consists of two parts: (a) the Digital Omnibus; and (b) the Digital Fitness Check, which is scheduled to be
conducted following the Digital Omnibus.

One year since Draghi report

The dialogue between President von der Leyen and Professor Draghi suggested that President von der
Leyen was optimistic about the progress the EC had made, but that Professor Draghi was not as optimistic.
Rather, Professor Draghi pointed out that Europe is ‘in a harder place.’3

Overall, this dialogue demonstrated that the EU is still in a difficult position. Especially in the digital sector,
there is a divergence of opinion on the balance between regulating harmful practices and promoting
competitiveness. While Draghi and others are calling for more aggressive reform, the EC is focusing merely
on simplification. Despite the EC's efforts, Draghi and others have raised concerns regarding this approach.
Indeed, Draghi’s report advances the theory that the volume and inconsistency of EU legislation has a direct
impact on the market. One example of this is that EU firms’ cost of data is 20% higher than their competitors
in the US due to the GDPR alone.* The Al Act was another area in which the EC and Draghi disagreed.
Draghi supports the suspension of provisions on high-risk systems, but the EC has decided to introduce
them anyway.

However, there is one thing that the EC and Draghi agreed on, the urgency for legislative reform. Businesses
who operate in the EU are advised to stay on alert for any forthcoming legislative updates.

Digital Omnibus and Digital Fitness Check

(i) Digital Omnibus
As the first part of the upcoming “Digital Package on Simplification,” the EC has announced a call for
evidence on a Digital Omnibus, which closed on October 14, 2025.° Proposals for both a Directive and a

Regulation were formulated on the basis of the opinions received and were published on November 19,

1 The Draghi report on EU competitiveness

2 The Draghi report: one year on

3 High Level Conference - One year after the Draghi report: what has been achieved, what has changed (the keynote

speech by Professor Draghi)
4 |bid

5 Commission collects feedback to simplify rules on data, cybersecurity, and artificial intelligence in the upcoming

Digital Omnibus | Shaping Europe’s digital future
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2025.° Although this is a rapid turnaround, this publication relied on insights gathered from three prior
calls for evidence and public consultations regarding the Data Union Strategy, the review of the
Cybersecurity Act, and the Apply Al Strategy.

The Digital Omnibus aims at covering all the following areas:

1. Data: Targeting fragmented EU data regulations such as the Data Governance Act, the Free Flow of
Non-Personal Data Regulation, and the Open Data Directive, to streamline rules on data access, data
process, and data sharing.

2. ePrivacy: The existing rules to protect users' ePrivacy will be reformed to address consent fatigue
among users and to enhance alignment with the GDPR.

3. Cybersecurity regulations: Simplifying incident and data breach reporting obligations across the EU.
EU Al Act application: Ensuring ‘predictable and effective’ application of the Al Act.

5. Digital identity: Developing a framework with more certainty and less compliance cost in connection
with the forthcoming EU Business Wallet and the “one in, one out” principle.7

(i) Digital Fitness Check

As the second part of the package, the EC is expected to conduct a Digital Fitness Check,® which is different
from the Digital Fairness Fitness Check, an evaluation mechanism used by the EC to assess whether
additional legislation or other action is needed in the medium-term to ensure equal fairness online and
offline.? While more public consultation is expected, this announcement signals the EC's intentions to
continue monitoring the impact of digital regulations on businesses operating in the EU.

Key takeaways

The EU is entering a critical phase regarding digital regulation. Various legal frameworks are being
introduced in quick succession, and a series of rapid changes is anticipated. Furthermore, given the
influence of the various regulations on each other, close monitoring of regulatory developments will be

necessary.

Il. Recent Updates on FSR: Public Consultation and a Landmark Case

As mentioned in previous editions of this EU Legal Update,w on November 28, 2022, the Council of the
European Union adopted the Foreign Subsidies Regulation (FSR), which stipulates that the EC is the
exclusive authority to address and remedy distortions of the internal market caused by subsidies provided

6 Digital Omnibus on Al Regulation Proposal | Shaping Europe's digital future and Digital Omnibus Regulation Proposal

| Shaping Europe’s digital future

7 European Business Wallets | Shaping Europe’s digital future and The ‘one in, one out’ principle

8 Digital fitness check — testing the cumulative impact of the EU's digital rules

9 For further information on the Digital Fairness Fitness Check, please see AMT's previous EU Legal Update (issued
September 2025).
10 For further information on the FSR (including detailed explanation of the regulatory tools of the EC and associated

legal tests), please see AMT's previous EU Law Newsletter (issued October 2024, September 2024, March 2023, and
August 2022).
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by non-EU states to companies operating in the EU.
Scope of the Public Consultation

The EC has recently conducted a public consultation, from July 18, 2025, to September 12, 2025, based on

Article 46 of Regulation 2022/2560."" This article requires the EC to publish guidelines concerning four

technical concepts that appear in the Regulation to clarify their meaning. These four technical concepts

are:

(@) : 'the application of the criteria for determining the existence of a distortion according to Article 4(1)
of the FSR/of Regulation 2022/2560';

(b) : 'the application of the balancing test in accordance with Article 6;

(c) :'the application of the EC’'s power to request the prior notification of any concentration according to
Article 21(5) or foreign financial contributions received by an economic operator in a public
procurement procedure according to Article 29(8)’; and

(d) :'the assessment of a distortion in a public procurement procedure according to Article 27.’

This public consultation has been conducted following a call for evidence and a targeted consultation with
Member States and selected stakeholders.

What is coming?

Feedback submitted through the public consultation will be reviewed by the EC and the draft guidelines
could be revised as a result. The updated version of the draft guideline is scheduled to be published by
January 2026 after discussions with the Member States’ FSR Advisory Committee in the last quarter of 2025.

Landmark Case (Nuctech v. Commission)

In March 2025, the Vice-President of the Court of Justice of the EU dismissed Nuctech's appeal of the ruling
by the President of the General Court of August 2024 denying its request for interim relief and a stay of
the investigation into potential FSR violations. 12 This ruling clarifies that the EC has the authority to request
and inspect documents held outside the EU with regard to the FSR. Furthermore, it allows the EC to
continue its investigation and review the evidence it collected in April 2024 following the dawn raids at
Nuctech'’s premises in Poland and the Netherlands. This ruling applies only to the request for interim relief
and the appeal on the merits of the lower court’s decision is ongoing. Should the main appeal come down
the same way, it could dramatically affect businesses based outside the EU that store data overseas, but

are nonetheless operating in the EU.

(i) Overview of the case

In April 2024, under the powers granted to it by the FSR, the EC carried out on-site inspections at the
premises of EU subsidiaries of Nuctech, a Chinese State-Owned Enterprise active as a security scanner
supplier, located in Poland and the Netherlands. The EC had received indications that Nuctech may be
receiving undisclosed foreign subsidies and sought access to the email mailboxes of Chinese employees

11 Guidelines on foreign subsidies distorting the internal market - Competition Policy - European Commission

12 Order of the Vice-President of the Court of 21 March 2025, Nuctech Warsaw Company Limited sp. z o.0. and InsTech
Netherlands BV v European Commission (C-720/24 P(R)) and Order of the President of the General Court of 12 August

2024, Nuctech Warsaw Company Limited sp. z 0.0. and Nuctech Netherlands BV v European Commission (T-284/24 R)
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to investigate this further.

Before the President of the General Court, however, Nuctech argued that ‘the electronic correspondence
of the employees at issue, who are citizens of the People’s Republic of China, was not stored on local servers
but on their parent company’s servers, established in China. Of note, Nuctech argued that cooperating with
EU authorities would be a violation of Chinese law and that compelling disclosure of this data would be a
breach of public international law. Nuctech sought interim measures to halt the inspection and any
subsequent information requests from the EC. Nuctech'’s request for interim relief was denied because the
President of the General Court was not persuaded by Nuctech’s arguments concerning the risks of criminal
sanctions under Chinese law, particularly because Nuctech had failed to establish that the data was not
accessible in the EU and that Chinese law prohibited it from receiving authorization from the parent
company to exfiltrate the data. It also found that public international law confers the right on EU authorities
to demand information and documents stored outside the EU under the qualified effects doctrine.

(i) Summary of the Arguments before the Court of Justice of the EU

Nuctech then appealed to the Court of Justice of the EU to have the order of the President of the General
Court set aside. Here, Nuctech, contested that: (a) there is a risk of administrative penalties imposed by the
Chinese authorities—fines, business suspensions, or license revocations—as well as criminal penalties for
individuals under China's Law on Safeguarding State Secrets, which would give rise to serious and
irreparable damage, and that; (b) administrative penalties also carry stigma and should be taken into
account when assessing the gravity of the harm (by analogy with the reasoning in Lagardere v
Commission.)13 However, the Vice-President of the Court of Justice of the EU was not persuaded by
Nuctech’s argument and dismissed its appeal based on the following reasoning:

(@) Interim relief is available only in urgent circumstances to avert foreseeable serious and
irreparable harm. Financial harm typically does not meet this threshold because it can usually
be remedied by damages. Moreover, Nuctech failed to prove irreparable harm by declining
to produce any financial data or other evidence to support its assertion that paying this fine
would compromise its ongoing financial viability. It likewise failed to demonstrate that a
business suspension or license revocation in China would jeopardize its financial health.

(b) The reputational impact of receiving an administrative fine is decidedly lower than a criminal
sanction and therefore does not amount to irreparable harm. Generally speaking,
reputational harm stemming from administrative fines is considered reparable; reputational
harm stemming from criminal sanctions could be considered irreparable depending on the
circumstances. Here, however, the risk of criminal liability is quite attenuated and Nuctech
failed to introduce evidence that supported the likelihood of the imposition of criminal

sanctions.

This ruling clarified that the EC has the power to demand documents held outside the EU in terms of FSR
inspections, and more generally, potential EU law violations. This interim ‘win" may embolden the EC to use
these new powers with greater frequency. As a result, its implications for businesses whose behavior may

violate EU law, independently of whether they are based in the EU or not, are quite significant.

13 Order of the Vice-President of the Court of 11 April 2024, Lagardere v European Commission (C-89/24 P(R),
EU:C:2024:312, paragraphs 75, 77 and 78)



I11. Introduction of Recent Publications

® Reinstatement of Iran Sanction - Shojihomu Portal

October 2025 (Authors: Naoko Takasaki, Taisei Asanuma)

® The EC's First Case of Applying Cartel Requlations to the Labour Market - Shojihomu Portal

June 2025 (Authors: Vassili Moussis, Yoshiharu Usuki, Taisei Asanuma)

® Partial Suspension of Additional Tariffs on U.S. Imports and Introduction of Offset Mechanism for

Additional tariffs on Autos, etc. - Shojihomu Portal

June 2025 (Authors: Naoko Takasaki, Yoshiko Nakamura)

® 'Chambers Global Practice Guides’ on Cartels 2025 - Law & Practice

May 2025 (Authors: Shigeyoshi Ezaki, Vassili Moussis, Yoshiharu Usuki, Takeshi Ishida, Azusa
Hongo)

® GCR - Market Review - Cartels 2025 — Japan

April 2025 (Authors: Shigeyoshi Ezaki, Vassili Moussis, Takeshi Ishida)

® 'Chambers Global Practice Guides’ on International Trade 2025 - Trends & Developments

December 2024 (Authors: Taku Matsumoto, Suguru Yokoi, Naoko Takasaki, Jun Suzuki)

® Japan: International Trade — Legal 500

December 2024 (Authors: Taku Matsumoto, Suguru Yokoi, Naoko Takasaki, Mai Kurano)

® The EU publishes its fourth Annual Foreign Direct Investments Report - Shojihomu Portal

November 2024 (Authors: Masaki Fujita, Naoko Takasaki, Koto Fujita)

10


https://portal.shojihomu.jp/archives/77058
https://www.amt-law.com/en/professionals/profile/naoko-takasaki/
https://www.amt-law.com/en/professionals/profile/taisei-asanuma/
https://portal.shojihomu.jp/archives/75520
https://www.amt-law.com/en/professionals/profile/vassili-moussis/
https://www.amt-law.com/en/professionals/profile/yoshiharu-usuki/
https://www.amt-law.com/en/professionals/profile/taisei-asanuma/
https://portal.shojihomu.jp/archives/75294
https://portal.shojihomu.jp/archives/75294
https://www.amt-law.com/en/professionals/profile/naoko-takasaki/
https://www.amt-law.com/en/professionals/profile/yoshiko-nakamura/
https://practiceguides.chambers.com/practice-guides/cartels-2025/japan
https://www.amt-law.com/en/professionals/profile/shigeyoshi-ezaki/
https://www.amt-law.com/en/professionals/profile/vassili-moussis/
https://www.amt-law.com/en/professionals/profile/yoshiharu-usuki/
https://www.amt-law.com/en/professionals/profile/takeshi-ishida/
https://www.amt-law.com/en/professionals/profile/azusa-hongo/
https://www.amt-law.com/en/professionals/profile/azusa-hongo/
https://globalcompetitionreview.com/market-review/market-review-cartels/2025/article/japan-leniency-system-continues-drive-enforcement-jftc-shifts-focus
https://www.amt-law.com/en/professionals/profile/shigeyoshi-ezaki/
https://www.amt-law.com/en/professionals/profile/vassili-moussis/
https://www.amt-law.com/en/professionals/profile/takeshi-ishida/
https://practiceguides.chambers.com/practice-guides/international-trade-2025/japan/trends-and-developments
https://www.amt-law.com/en/professionals/profile/taku-matsumoto/
https://www.amt-law.com/en/professionals/profile/suguru-yokoi/
https://www.amt-law.com/en/professionals/profile/naoko-takasaki/
https://www.amt-law.com/en/professionals/profile/jun-suzuki/
https://www.legal500.com/guides/chapter/japan-international-trade/
https://www.amt-law.com/en/professionals/profile/taku-matsumoto/
https://www.amt-law.com/en/professionals/profile/suguru-yokoi/
https://www.amt-law.com/en/professionals/profile/naoko-takasaki/
https://www.amt-law.com/en/professionals/profile/mai-kurano/
https://portal.shojihomu.jp/archives/71449#_ftn3
https://www.amt-law.com/en/professionals/profile/masaki-fujita/
https://www.amt-law.com/en/professionals/profile/naoko-takasaki/
https://www.amt-law.com/en/professionals/profile/koto-fujita/

B A1 Y—DARBIE —REVSRRIRHTHY  EANGENT R NI X TEHEYEREA. BEVEDEHFD
TUVRLES, FRERAELIF CORRR<KIER TFIVWERT LD BBVLWVELET,
This newsletter is published as a general service to clients and friends and does not constitute legal
advice. Should you wish to receive further information or advice, please contact the authors as
follows:

B A1 Y-DREEF LUTOESYUTT,
LYR N (vassili.moussis@amt-law.com)
B BEF (naoko.takasaki@amt-law.com)
35— /N\TU— (hillary.hubley@amt-law.com)
%3 #wAK (taisei.asanuma@amt-law.com)

Authors:

Vassili Moussis (vassili.moussis@amt-law.com)

Naoko Takasaki (naoko.takasaki@amt-law.com)

Hillary Hubley (hillary.hubley@amt-law.com)

Taisei Asanuma (taisei.asanuma@amt-law.com)

B —3-XAY-DEFELECHFLEDHAICIE. BFHTIN SBVEDEICTEFHRI FESVRT LI HFL
WzL&E T,
If you wish to unsubscribe from future publications, kindly contact us at General Inquiry.

B 3-S5 -—DNIFIN—F CESICTTEVELEITERT,

The back issues of the newsletter are available here.

AMT / S?PODIES'?'(S)SNB;ORI www.amt-law.com


https://www.amt-law.com/professionals/profile/vassili-moussis/
mailto:vassili.moussis@amt-law.com
https://www.amt-law.com/professionals/profile/naoko-takasaki/
mailto:naoko.takasaki@amt-law.com
mailto:naoko.takasaki@amt-law.com
https://www.amt-law.com/professionals/profile/hillary-hubley/
mailto:hillary.hubley@amt-law.com
mailto:hillary.hubley@amt-law.com
https://www.amt-law.com/professionals/profile/taisei-asanuma/
https://www.amt-law.com/en/professionals/profile/taisei-asanuma/
mailto:taisei.asanuma@amt-law.com
mailto:taisei.asanuma@amt-law.com
https://www.amt-law.com/en/professionals/profile/hillary-hubley/
https://www.amt-law.com/en/professionals/profile/naoko-takasaki/
https://www.amt-law.com/en/professionals/profile/vassili-moussis/
https://www.amt-law.com/contactus/
https://www.amt-law.com/en/contactus/
https://www.amt-law.com/insights/search/?date=&globalBusiness[]=european-union&hosting=&insightsCategories[]=newsletters&issue=&keywords=&tab=0
https://www.amt-law.com/en/insights/search/?date=&globalBusiness[]=european-union&hosting=&insightsCategories[]=newsletters&issue=&keywords=&tab=0



