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New EU regulation on compulsory
licenses in crisis or emergency situations
in force since January 19, 2026
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EU Regulation 2025/2645 was published in the Official Journal of the European
Union on December 30, 2025, and entered into force directly in all member states on January 19,
2026, without the need for national implementing legislation. This means that, for the first time, a
uniform EU system for compulsory licenses in crisis or emergency situations is now available.

How did this come about and what was the original idea?

Actually, an EU regulation (SEP Regulation 4-2023 (EUIPO)) was planned for patents
that are indispensable for a technical standard (e.g., 5G, Wi-Fi), so-called SEPs (standard essen-
tial patents). This EU regulation was intended to create a transparency and licensing framework
with SEP registration, essentiality checks, and more extensive “FRAND” mechanisms (fair, rea-
sonable, and non-discriminatory terms).

However, the SEP Regulation failed miserably and was officially removed from the
EU Commission’s work program in February 2025 because no agreement between member states
and interest groups was foreseeable.

Strong objections came from large technology patent traders, among others, who
argued that regulation would weaken incentives for innovation. Industry also opposed this regula-
tion because it could not agree on the proposed mechanisms. There was also skepticism that the
European Union Intellectual Property Office (EUIPO) in Alicante, Spain, which was to be estab-
lished under this regulation, would have sufficient expertise. This is not surprising, as the EUIPO
had previously been responsible exclusively for trademarks and designs and did not have any
technically trained staff or experience in the field of SEPs.

But even though the SEP Regulation failed, it was part of a larger modernization proj-
ect in the field of EU-wide intellectual property law.

Following the failure of the SEP Regulation, the EU undertook a strategic realignment
and recognized that a functioning crisis IP instrument was urgently needed, especially since the
Covid-19 pandemic.

Regulation 2025/2645, which has now entered into force, was therefore created as a
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more pragmatic measure focused on crisis management, with clear conditions and a limited scope
of application, namely for crisis or emergency situations — unlike the more comprehensive but
politically controversial SEP Regulation.

This new EU regulation now harmonizes the legal framework for compulsory licenses
across the EU in crises, instead of relying on heterogeneous national systems.

Aim and purpose of the new regulation :

With the introduction of an EU-wide compulsory licensing system (“Union compul-
sory license”), the European Commission can now allow the use of patented technologies in
exceptional crises or emergencies (e.g., health or supply crises) without the consent of the patent
holder.

These compulsory licenses apply throughout the EU and no longer just nationally, so
that cross-border supply chains can be secured in the event of a crisis.

Conditions for granting :

However, an EU-wide compulsory license may only be granted if :

1. a crisis or emergency mode has been activated under existing EU crisis mecha-
nisms ;

2. the use of the patent in question is necessary for the supply of crisis-relevant prod-
ucts ;

3. all other options (especially voluntary license agreements) have been exhausted or
do not lead to a solution in time ;

4. the rights holder has been heard and given the opportunity to comment.

Key features of the system :

- Non-exclusive, time-limited (until the crisis is over) and non-transferable

- License fees (reasonable remuneration) must be paid for the use of the patented
teaching, but may be refunded if a patent is not granted

- Products may not be exported—only within the EU

- Licensing is granted as a last resort

- An advisory committee accompanies the procedure

Practical development : How will Regulation 2025/2645 affect the market?

Short term (2026-2028) :
The regulation is primarily intended to be a reserve instrument — it should only be
activated in very serious crises.
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It could become relevant for the first time, particularly in the areas of public health,
medical care, and critical infrastructure.

It is hoped that companies and patent holders will strengthen mechanisms for early voluntary
licensing in order to avoid a compulsory license imposed by the state.

Example :

Suppose there is a health crisis in the EU and a patent-protected active ingredient is
crucial for a life-saving drug that only a single rights holder can supply. Since production cannot
be ramped up quickly enough, the Commission activates the crisis mechanism and, after consult-
ing the patent holder, grants an EU-wide compulsory license in accordance with Regulation
2025/2645. Several European manufacturers are allowed to produce the active ingredient for a
limited period of time, pay a fixed fee to the patent holder, and thus ensure rapid supply to the
population within the EU.

Medium term (2028-2032) :

In the medium term, standard processes for the European Commission and advisory
boards are to be developed, including procedural standards and evaluation methods for appropri-
ate remuneration.

In many cases, the regulation will act as a “failsafe,” strengthening the EU’s negotiat-
ing power in licensing issues during crises, without, however, being used automatically on a mas-
sive scale.

Patent holders will be more willing to offer FRAND license agreements at an earlier
stage in complex situations in order to prevent impending compulsory licenses.

Long term (2033+) :

The EU could use this crisis compulsory licensing regime as a basis for developing
further IP coordination mechanisms, e.g., in areas such as climate protection technologies or criti-
cal digital standards.

There could be a political debate on further SEP or FRAND reforms that apply outside
of crises, based on lessons learned from the failed SEP regulation attempt.

Conclusion :

EU Regulation 2025/2645 is not an SEP regime — it serves a very specific purpose :
EU-wide compulsory licenses only in clearly defined crisis situations.

The originally planned SEP regulation has been completely abandoned.

The new regulation is more of a crisis prevention tool, designed to make IP practice in
the EU more stable, coordinated, and predictable in the long term, especially in emergency situa-
tions.



