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The new EU patent rules will help companies, especially small and medium-sized
companies (SMEs), make the most of their inventions, leverage the latest technologies
and contribute to the EU’s sustainable competitiveness and technological sovereignty
by creating a more predictable, futureproof and crisis-ready intellectual property rights
framework. They will complement the Unitary Patent (UP) system entering into force on
1 June 2025.

An SPC extends the term of a patent by up to 5 years for a human or veterinary pharmaceutical
product, or a plant protection product. Medicinal and plant protection products are often the result
of long, costly research. SPCs aim to offset the loss of effective patent protection due to the
compulsory and lengthy testing required in the EU for the regulatory marketing authorisation of
these products and to encourage research into these products. SPC protection is currently only
available at national level and fragmented, which is burdensome, costly and difficult to
monitor. Up to 81 SPC applications are filed annually per Member State. An SPC lasting 5 years
costs € 192 000 in the EU, compared to roughly € 3 000 in the US and € 4 200 in Japan. Nearly
1/4 of current SPC procedures have contradictory outcomes.
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How would the new SPC procedure work in practice?

After the SPC reform, an innovative SME that carried out lengthy clinical trials for a new medicine and has the
right to be compensated with a patent extension, will file just one application in a dedicated EU office, indicating all
Member States for which it seeks an SPC. Through the new procedure, it will also be able to file for a unitary SPC to
complement its unitary patent. Thus, instead of following up to 27 administrative procedures that were costly and
sometimes resulted in uncertain or contradictory outcomes, innovative companies will be offered one transparent
and more predictable process to reward them for their R&D efforts.
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