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As part of the European Commission (EC) life sciences strategy for the European Union (EU), a proposal for a new European regulation aims at establishing a framework to strengthen the 
biotechnology and biomanufacturing sectors, and has been published on 16 December 2025. The proposal targets “health biotechnology” with a wide definition, including biotechnological 
applications relevant to animal and plant health, veterinary public health, and food safety, all contributing to the protection of human health. Does it matter for Advanced Therapy Medicinal 
Products (ATMP)?

Research has been conducted on the content of the new EC proposal on a so-called “EU Biotech Regulation” to identify rules that could directly impact on ATMP regulation, development, 
evaluation and commercialisation.
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BACKGROUND & METHOD

The proposed EC new rules for ATMP in the EU Biotech Act clearly prioritises Centres of Excellence for ATMP recognised as high impact HBSP with dedicated funding and supports. One can wonder if it would fully prevent other ATMP projects to be 
recognised as HBSP. In any case, these measures clearly provide for a targeting financial and material effort on the centres that are the most advanced in ATMP across the EU. Although it can be criticised as restricting the possibility for less advanced ATMP 
centres, it should be kept in mind that these new measures should be considered as a part only of the entire sets of supporting EU mechanisms for research (such as funding under Horizon Europe). It may also be seen as a more viable option for the EU 
action, in a context of limited human and financial resources at both National and EU levels. 

The establishment of new EU-level bodies seems to be a clear answer to the administrative, regulatory and technical challenges that developers of health biotechnology products have to addressed while avoiding duplication of work among National and EU 
bodies and authorities. However, particular attention will need to be paid in clarifying the remit of each of these new bodies together and as regards as the existing ones, while an accessible mapping of all of them should be provided to stakeholders for 
understandability and navigability.

Finally, it should be kept in mind that the EU Biotech Act, through its amendments to the ATMP and CT regulations, should be an important legislative step in order to solve current issues in these fields as well as to maintain overall relevance of the EU 
legislation in the context of the forthcoming final adoption of the EU general pharmaceutical legislation reform. 

Even though the EU Biotech Act is at the very beginning of the legislative process (EC proposal), it deserves to be followed and proposed changes are worth to be known by the gene and cell therapy community.
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DISCUSSION/CONCLUSION 

THE EUROPEAN COMMISSION PROPOSAL FOR A NEW REGULATION ON BIOTECHNOLOGIES: 
WHY DOES IT MATTER FOR ADVANCED THERAPY MEDICINAL PRODUCTS ?

ISCT 2026 Dublin - 6-9 May

Three sets of rules in the EC proposal for a new European Biotech Act will impact on the regulation of ATMP in the EU.

RESULTS
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