
 

 

  

2026 10 6 ANNEX: IPA Europe – Contribution to the Biotech Act II Call for Evidence  

Probiotics and Fermentation as Strategic EU Biomanufacturing Assets  

1. Executive perspective  

IPA Europe welcomes the European Commission’s initiative on Biotech Act II. This initiative is 

essential to translate Europe’s strong scientific base into industrial leadership, 

competitiveness, resilience, and long-term sustainable growth. Within this context, probiotics 

and fermentation-based food applications represent one of the most advanced and 

established segments of European biomanufacturing. The European probiotics market 

continues to expand in retail value, even though a restrictive regulatory environment 

significantly limits the communication to the consumers. Between 2018 and 2021, the 

European market grew by 9%, reaching €10 billion by 2023 (IPA Europe, 2025). Estimates from 

Mordor Intelligence (2024) suggest continued growth, with European sales at around €12 

billion by 2025. The European market is dominated more than 60% by probiotic yoghurts and 

dairy based fermented products, about 20% sour milk products, and 18% supplements. The 

market is projected to grow up to EUR 14.7 by 2030, representing a CAGR of 3.49%.  

In addition to the market sales, there is the rapidly expanding e-commerce segment of the 

probiotic supplements market, where 48% of online purchases in Europe are sourced from 

outside the EU, reflecting both strong consumer demand and existing barriers to a fully 

integrated European market for probiotic supplements.   

The European probiotic industry is not only represented by products sales.  

Probiotics represent a science-driven field in which microorganisms are transformed into 

evidence-based solutions through interconnected research, industrial, and regulatory 

pathways. This includes the scientific activity on microbial strains, their development and 

optimisation for safety, stability and functionality, and their translation into validated 

applications supported by clinical evidence. It further extends to scalable manufacturing, 

formulation into diverse products, and regulatory evaluation across food, supplement, and 

emerging biotherapeutic uses.   

Despite its maturity, growing scientific depth, and increasing economic relevance, the sector 

remains constrained by structural regulatory barriers, as the current EU framework does not 

fully reflect its industrial and innovation reality. In parallel, other regions—including the United 

States, Canada, and parts of Asia—are actively implementing more coherent, science‑based, 

and enabling regulatory approaches, thereby strengthening their global competitiveness and 

attractiveness for investment.  
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To maintain and build on Europe’s strategic advantage, there is a clear need to modernize the 
regulatory environment and provide a framework that better supports the sector’s growth, 
scientific leadership, and contribution to public health.  

  

  

2. A mature and strategic biomanufacturing sector  

The probiotic and fermentation sector demonstrates Europe’s capacity to translate biological 

science into industrial applications. Based on controlled microbial processes, probiotics rely on 

well-established fermentation technologies that are scalable, safe, and widely accepted by 

consumers. Probiotics also sit at the intersection of food, health, and biotechnology. This cross-

sectoral nature makes them highly relevant to EU policy priorities, as they deliver both 

economic value and public health benefits.  

The explicit recognition of this sector within the scope of Biotech Act II would send a clear signal 
of the EU’s commitment to building on its existing industrial strengths while reinforcing its 
leadership in emerging biotechnologies.  

3. Contribution to sustainability, health, and the bioeconomy  

Fermentation is a long-standing biotechnology with applications across food, feed, health, and 

industrial sectors. As the field evolves, multiple interpretations have emerged, including 

precision fermentation. Fermentation improves resource efficiency, extends shelf life, and 

reduces food waste, directly supporting circular economy and sustainable food system 

objectives. In this context, nine industry associations have agreed on a shared definition to 

clarify the scope of fermentation across sectors. The industry definitions of fermentation and 

precision fermentation is available HERE.  

4. Probiotics and health: socio-economic impact   

Probiotics are among the most accessible biotechnology applications for human health. As 

Europe faces demographic change, rising healthcare costs, and increasing prevalence of 

chronic conditions, probiotics can contribute to preventive health strategies and healthier 

lifestyles through foods and supplements.  

A socio-economic impact assessment commissioned by IPA Europe, based on OECD and EU 

Better Regulation methodologies, indicates that improved regulatory conditions enabling 

broader use of probiotic foods and supplements could generate significant economic benefits, 

primarily through reduced healthcare costs. The analysis issued in December 2025 covers 

multiple health domains, including gut, respiratory, oral, women’s health, and mental 

wellbeing. The Socio-Economic Impact Assessment on Probiotics in Europe is available for 

download HERE .   

https://www.ipaeurope.org/wp-content/uploads/2025/06/Fermentation-definition_joint-industry-publication_May-2025-002.pdf
https://www.ipaeurope.org/wp-content/uploads/2025/06/Fermentation-definition_joint-industry-publication_May-2025-002.pdf
https://www.ipaeurope.org/ipa-europe/socio-economic-impact-assessment/
https://www.ipaeurope.org/ipa-europe/socio-economic-impact-assessment/
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The study concludes that even modest improvements in health outcomes associated with 

greater probiotic use could yield substantial healthcare savings across the EU. Depending on 

scenarios and health areas, potential savings could reach billions of euros annually.  

These findings support the need for a more enabling EU policy framework that reflects scientific 
progress in the microbiome sector and market reality.   

  

5. Investment predictability, innovation, and competitiveness  

The European probiotic sector is characterised by long-term investments in strain 

development, clinical research, manufacturing, quality systems, and regulatory compliance.  

However, the absence of a harmonised EU definition and consistent regulatory recognition 

creates uncertainty. Companies face divergent interpretations across Member States, reducing 

predictability and discouraging investment in innovation and production capacity. This may 

lead to relocation of investment to regions with clearer regulatory frameworks.  

In its 2 July 2025 Communication Choose Europe for Life Sciences, the Commission highlights 

the strategic importance of microbiomes and the opportunities of a One Health approach 

across health, food, agriculture, and environmental restoration. It also announces nearly €100 

million under Horizon Europe 2026–2027 to support microbiome-based solutions. Probiotics 

are already available, science-based microbiome applications that could help translate this 

strategy into immediate impact.  

Without greater regulatory clarity, Europe risks falling behind in the global biotech race; a 
clearer framework is essential to convert microbiome research investments into innovation, 

industrial scale‑up, and sustained EU competitiveness.  

 6. Persistent bottlenecks and market barriers:  key  recommendations for Biotech Act II  

Probiotics sit at the intersection of food, nutrition, microbiology, and biotechnology. However, 

the current EU framework does not provide a dedicated and harmonised regulatory pathway 

reflecting their specific characteristics.  

IPA Europe calls on the European Commission to ensure that Biotech Act II:  

• Explicitly recognises probiotics and beneficial microorganisms as strategic contributors 

to EU competitiveness and the bioeconomy;  

• Establishes predictable, coherent, and innovation-friendly regulatory frameworks.  

Concrete regulatory requests:  

1. Formal recognition of the FAO/WHO definition of probiotics.  This definition already 

underpins regulatory systems in many third countries, including the United States, 

Canada, Japan and Brazil.  
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2. To ensure a proportionate, science-rooted, and evidence-based regulatory approach 

reflecting the long-established safe use of probiotics.  

- This should include recognising the term “probiotic” as a descriptive category, 

subject to appropriate conditions of use, such as strain identification, viable 

counts, stability throughout shelf life, and storage conditions,  

- and withdrawing the European Commission Guidance on the Implementation 

of Regulation (EC) No 1924/2006, which currently treats the term “probiotic” 

solely as a health claim.  

3. Recognition of prevention and health maintenance roles of foods within EU health 

policy frameworks (Prevention Union, Healthy Ageing, Competitiveness agendas)  

These measures would align with broader EU objectives on competitiveness, innovation, and 

regulatory simplification.  

9.  Conclusion  

Probiotics and fermentation-based applications are a strategic and mature component of 

European biomanufacturing, combining scientific excellence, industrial readiness, and strong 

alignment with EU’s health, sustainability, and competitiveness ambitions.  

In light of the above, IPA Europe calls for Biotech Act II to adopt a comprehensive and pragmatic 

approach that reflects the realities of the probiotic and fermentation sector. In particular, the 

initiative should explicitly recognise fermentation-based food applications as a core 

component of Europe’s industrial biotechnology and biomanufacturing base and ensure that 

the regulatory framework reflects the sector’s maturity and innovation potential.  

Establishing clear EU-level definitions for probiotics and ensuring that regulatory frameworks 

are proportionate and science-based would significantly reduce fragmentation and improve 

predictability for operators, helping to attract and retain investment in Europe.  

Finally, the development of stronger market conditions should be encouraged, including better 

recognition of the sustainability and health benefits associated with probiotics. This would 

enhance the competitiveness of the EU sector, foster a more favourable investment 

environment, and support the growth of EU-based production.   
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About IPA Europe  

IPA Europe is the European chapter of IPA, the International Probiotics Association; it 

was established in Brussels in 2015. The members of IPA Europe are Companies 

directly engaged in Europe in the manufacture of probiotic cultures or probiotic foods, 

supplements, nutritional or therapeutic products. With the partner organisation IPA, 

they reach a platform of more than 120 Companies in 29 countries.   
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