DIGITALISATION

1) Digital package on simplification:

the Digital Omnibus

o Why does it matter to intermediaries?

On 19 November 2025, following the European
Commission’s commitment to simplify the EU’s digital
rulebook, the Commission published a Digital Package on
Simplification, thatincludes a Digital Omnibus. The Digital
Omnibus included a proposed Regulation with targeted
amendments to the General Data Protection Regulation
(GDPR), ePrivacy rules, the Data Act, and cyber incident

Operational Resilience Act (DORA)), and a proposed
Regulation amending the Al Act.

Most of the above-mentioned EU texts apply to
intermediaries. Overall BIPAR welcomes the digital
package and the Digital Omnibus as it aims at simplifying
some EU texts.

reporting rules across EU laws (including the Digital

o State of play

Digital Omnibus - Regulation amending the Al Act

Reminder

- The Al Actfollows a risk-based approach and classifies Al systems into four categories according to their risk level:
prohibited, high risk, limited and minimal risk.

- TheAlActdefines acomprehensive set of governance and risk management measures that high-risk systems need to comply
with, alongside the requirements already in place under sectoral legislation such as the IDD.

- Al systems classified as having limited and minimal risk under the Al Act continue to operate without additional
measures under the Al Act, except for a set of transparency rules (e.g. the need to inform customers that they are
interacting with an Al system), the need to promote Al literacy among staff, and the development of voluntary codes of
conduct. The use of such Al systems by insurance intermediaries is also subject to governance and risk management rules
set out in sectoral legislation such as the IDD.

- Most intermediaries using an Al system in their professional practice would be considered to be “deployers” of Al
systems. The Al Act would therefore apply to an insurance intermediary using an Al system in the context of his/her activities.
Some intermediaries may be considered as providers (undertakings commercialising Al models).

After a few trilogue meetings, on 7 May 2026, the European Parliament and the Council of the EU reached a provisional
agreement (consolidated version not published yet) on the Digital Omnibus on Al.

As mentioned above, the Digital Omnibus on Al is targeted: it does not change the Al Act's overall structure or its risk-based
approach, butit does introduce a substantial number of detailed amendments. Below are some of the key changes for our
sector:

- Adjusted timelines for high-risk Al obligations: the application of the provisions on high-risk Al systems is deferred,
with new dates set at 2 December 2027 (stand-alone systems) and 2 August 2028 (embedded systems), replacing the
original timeline which would make certain obligations already applicable in August 2026.

BIPAR welcomes the postponement of the dates of application via a clear set timeline.
- Targeted relief measures: certain simplifications originally proposed by the Commission are retained, including

reduced compliance requirements in specific cases and the extension of certain exemptions to small mid-cap
companies.

BIPAR supports amendments requesting the recognition of the differences between SMEs and small mid-caps in the
definition of standards, guidelines or model contractual clauses for the purposes of this Regulation.
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Governance and supervision: stronger coordination is introduced through enhanced powers of the EU Al Office,
coupled with a clarification of the division of competences between the EU and national authorities, in particular for
general-purpose Al systems.

Data and compliance adjustments: the agreement reinstates stricter safeguards, including the “strict necessity”
standard, for processing special categories of personal data in bias detection and correction, as well as the obligations
to register Al systems in the EU database even where providers consider them exempt from high-risk classification.

Limitation of overlap with sector-specific product liability laws: a mechanism is introduced to address overlaps
between the Al Act and sector-specific legislation (e.g., medical devices, machinery), allowing the Al Act’s
requirements to be limited in cases where equivalent rules already apply under applicable product safety laws.

It is also interesting to note that beyond the legislative measures, the Commission is taking further measures to
facilitate compliance with the Al Act. In the explanatory memorandum, it is explained that further guidance is under
preparation, focusing on offering clear and practical instructions to apply the Al Act in parallel with other EU
legislation. This includes guidelines on the Al Act’s interplay with other Union legislation, for example joint guidelines
of the Commission and European Data Protection Board on the interplay of the Al Act and EU data protection law,
guidelines on the interplay between the Al Act and the Cyber Resilience Act.

BIPAR believes that clarification on how the IDD applies to the use of Al and meets the obligations under the Al Act would
be useful to avoid unnecessary additional burden and duplicative requirements.

Targeted procedural adjustments: in particular, the deadline for Member States to establish national Al regulatory
sandboxes is postponed to 2 August 2027, providing authorities with additional time to set up these frameworks. At the
same time, the timeline for implementing transparency measures for Al-generated content is shortened, reducing the
grace period from six months to three months, with a new compliance deadline set at 2 December 2026.

Al literacy: the agreement replaces the binding obligation on providers and deployers regarding Al literacy - that has
been applying to insurance intermediaries since February 2025. Providers and deployers of Al systems will now be
required to take measures to support the development of Al literacy of their staff and other persons dealing with the
operation and use of Al systems on their behalf. This obligation shall not be understood as requiring providers or
deployers to guarantee any specific level of Al literacy of any individual. The Commission and the Member States will
have to support and facilitate the efforts of providers and deployers of Al systems, in particular SMEs, in fulfilling their
obligation.

BIPAR welcomes the amendments.

Digital Omnibus: A proposed Regulation amending DORA, NiS2/ GDPR/elDAS

The proposed Regulation includes targeted amendments to the GDPR, ePrivacy rules, the Data Act, and cyber incident

reporting rules across EU laws (including DORA).

For example, it introduces a single-entry point where
companies can meet all incident-reporting obligations via
an ENISA single portal. Currently, companies operating in
the EU must report cybersecurity incidents under several
laws, including among others the NIS2 Directive, GDPR,
and DORA, each requiring separate notifications in the
event of a cyber incident.

With the Digital Omnibus, the EC proposes a unified
reporting interface enabling businesses to satisfy all their
incident notification requirements through one secure

portal. It stated that the interface will be engineered with
robust security safeguards and undergo comprehensive
reliability and effectiveness testing prior to its launch.

It also narrows GDPR data breach notifications to high-risk
cases only, while extending the data breach reporting
deadline from 72 hours to 96 hours.

The single portal is to be established and maintained by

ENISA and should be used for reporting within 18 months
of the Omnibus’ entry into force.

BIPAR 2025-2026 Annual Report || 45



Definition of personal data: information should only
count as personal data for an entity if that entity has
means that are reasonably likely to be used to identify
the individual to whom the data relates. If a business
cannot identify an individual with the information held,
that data would not need to be treated as personal data
under the GDPR. However, if the same information is
transferred to a third party who can identify the person,
it would become personal data for that third party.

Modernising rules on sensitive data: The Commission
proposes new exceptions to the prohibition on
processing sensitive data. The processing of sensitive
data in developing and operating Al systems would be
allowed, but only when strict safeguards are applied.
Furthermore, the processing of sensitive data for the
purpose of detecting and correcting bias would be
permitted.

The Commission also proposes specific amendments to the GDPR aimed at, among others:

- Clarifying the rules on the use of personal data for Al
training purposes: If a company needs to process
personal data to create or run an Al model or system, it
would be able to rely on the "legitimate interests"
option, provided that all other applicable requirements
under the GDPR are met.

- Simplifying certain administrative obligations for
businesses, such as the requirement to conduct data
protection impact assessments.

- Introducing flexibility on Abusive Data Subject
Access Requests (DSARs): data controllers would be
entitled to deny, or impose fees for, requests not only
based on repetitiveness, but also when there are
reasonable grounds to believe that a data subject is
exercising its rights for non-data-protection purposes.

- Modernising cookie consent rules.

The Digital Omnibus also introduces targeted amendments and consolidates several existing data-governance
instruments (the Free Flow of Non-Personal Data Regulation, the Data Governance Act, and the Open Data Directive)
“to create a more coherent and less burdensome framework for data access, reuse and interoperability”. Targeted
amendments to the Data Act include amongst others:

Data holders can refuse data access where thereis a - The proposal removes the existing essential-
substantial, demonstrable risk that trade secrets requirements regime for smart contracts and gives
could be unlawfully acquired or disclosed in third providers more flexibility in structuring data-sharing
countries with weaker legal safeguards; arrangements.

Mandatory data sharing by companies would be

limited to public emergencies, replacing the concept New guidance for compliance with the Data Act will be
of “exceptional need”. SMEs would be entitled to provided through model contractual terms for data access,
compensation for compliance during such and use, and standard contractual clauses for cloud
emergencies; computing contracts.

The proposal has been submitted to the European Parliament and the Council of the EU for their consideration. Internal
work within both co-legislators is underway to reach their respective negotiating positions on the file.

Key players at EP level: ITRE and LIBE committees (joint leads)

Co-Rapporteurs: Aura Salla (EPP, Finland) and Marina Kaljurand (S&D, Estonia)
Shadow Rapporteurs: Oliver Schenk (EPP, Germany), Elena Sancho Murillo (S&D, Spain), Julie Rechagneux (PfE, France),
Diego Solier (ECR, Spain), Sebastian Tynkkynen (ECR, Finland), Michael McNamara (Renew, Ireland), Irena Joveva (Renew,
Slovenia), Damian Boeselager (Greens/EFA, Germany), Markéta Gregorova (Greens/EFA, Czechia), Jodo Oliveira (The Left,
Portugal), Pernando Barrena Arza (The Left, Spain), Mary Khan (ESN, Germany).
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o BIPAR’s position/key messages

BIPAR welcomes the fact that the package aims to make EU digital laws simpler to apply for companies, including
intermediaries (better customer journey, better risk prevention, less unnecessary red tape etc.) and more consistent.

Inits positions on the proposals, BIPAR will focus on ensuring that the proposed rules are clear, proportionate, and workable
in practice for intermediaries and their clients. It is important that simplification results into tangible outcomes to
strengthen competitiveness and enable intermediaries to better serve their clients.

o Next steps

Digital Omnibus on Al: The provisional agreement must now be formally endorsed by the Council and the European
Parliament. After endorsement, the text will undergo legal-linguistic revision before formal adoption by the co-legislators.
Once adopted, the revised Omnibus on the Al Act will enter into force almost immediately (on the third day after its
publication in the EU Official Journal). As itis a Regulation, it will be directly applicable in the Member States as of the day
of application.

Digital Omnibus: At the European Parliament, the joint lead Committees are tentatively scheduled to discuss the upcoming
draft Report (not yet publicly available) (13 July 2026). The deadline for MEPs to table amendments to the upcoming draft
Report has been tentatively set (15 July 2026).

o Links
- AlAct
- Digital Omnibus proposal

- Digital Omnibus on Al proposal
- Council’s text on Digital Omnibus on Al
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