Biotech Act I: recognising biomanufacturing base

EUBA congratulates MEP Vytenis Povilas Andriukaitis and MEP Wouter Beke, on their joint ITRE-SANTE
draft report.

The report's ambition extends to the full breadth of Europe's biomanufacturing base that will determine
European competitiveness across sectors. Our organisations strongly welcome this direction.

Health biotechnology has been a cornerstone of Europe's biotech leadership, and the manufacturing
capabilities that underpin it are the same capabilities that underpin bio-based products and solutions
across the bioeconomy, including food, feed, bio-based chemicals, bio-based materials, and biofuels
and bioenergy.

The definition of biomanufacturing provided in the original European Commission’s proposal fell short of
what Biotech Act | and Il are meant to achieve and is not alighed with MEP Bentele’s ITRE report on the

future of biotechnology’.

Definitions matter and are especially critical for policy coherence. Biotechnology encompasses many
applications, and this should be reflected in the Biotech Act | through an expanded and inclusive
definition that does not alter the original intent of the definition or disadvantage any sector. Looking
ahead, it will be crucial that the forthcoming Biotech Act Il builds on the foundations laid by Biotech Act
| and introduces the necessary measures to further enable and scale up biomanufacturing in the EU,
ensuring coherence and impact across sectoral legislation.

We, therefore, welcome and support amendment 12 and the definition as laid down in the joint report:
Amendment 12
Article 2 paragraph 5

(5) ‘biomanufacturing’ means the use of biological systems or materials, living organisms,
cells, enzymes, biological materials or biotechnology-enabled processes, alone or in
combination with other technologies, for the production of goods, materials, substances,
components, products or solutions;

Our ask

We urge MEP Vytenis Povilas Andriukaitis and MEP Wouter Beke, fellow ITRE and SANTE committee
members, to maintain this technology-neutral definition through the amendment process and to ensure
it carries consistently into the Regulation's recitals and operative articles. As a broad coalition
representing diverse actors across Europe’s bioeconomy ecosystem, we remain available for further

"“Biomanufacturing is not clearly defined and the Commission should therefore propose such a definition; whereas
a definition of biomanufacturing should be future-proof, open to scientific and technological developments, and
technology neutral, so as to broadly encompass the use of biotechnology or other technologies for the production
of bio-based material products and solutions including, but not limited to, chemical, mechanical or thermal
processes.


https://www.europarl.europa.eu/doceo/document/A-10-2025-0123_EN.html
https://www.europarl.europa.eu/doceo/document/A-10-2025-0123_EN.html

discussion and stand ready to provide any technical or policy input that may be helpful to your
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deliberations.
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