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Biotech Act Il
IBMA, the International Biocontrol Manufacturers Association input
to the Call for evidence

IBMA, the association representing biological control manufacturers in Europe and globally since
1995, with over 200 members, welcomes the European Commission's initiative to develop a Biotech
Act Il and its ambition to establish an enabling regulatory framework for industrial biotechnology
and biomanufacturing in Europe.

Biocontrol: a Strategic Biotechnology Sector

Biocontrol is one of the most mature and immediately deployable applications of industrial
biotechnology in agriculture and beyond. Biocontrol technologies include microorganisms,
semiochemicals, natural substances and other biologically derived solutions that help farmers manage
pests and diseases effectively while working with natural processes. Biocontrol contributes to
sustainable food production, biodiversity protection, soil health, climate resilience and food security
while allowing the farmers to be productive and competitive.

Biocontrol already delivers biotechnology benefits

By combining innovation, sustainability and economic performance, biocontrol already demonstrates
how biotechnology can support Europe's competitiveness while accelerating the transition towards
resilient agricultural systems

Regulatory barriers are limiting Europe's competitiveness

The objectives outlined in the Biotech Act Il are highly relevant to the biocontrol sector. The initiative
correctly identifies several barriers currently limiting the deployment and scale-up of biotechnology
innovations in Europe, including fragmented regulatory frameworks, insufficient market uptake,
investment uncertainty, lengthy authorisation procedures and reduced global competitiveness.

These challenges are particularly acute for biocontrol products.

Today, biocontrol plant protection products are regulated under Regulation (EC) No 1107/2009
alongside conventional chemical pesticides. While biocontrol technologies are developing rapidly and
offer significant environmental, economic and societal benefits, they remain subject to one of the most
complex and lengthy authorisation systems in the world. Approval timelines can reach up to ten years
from submission to market, compared with approximately two to three years in other major
jurisdictions.

Europe risks missing the opportunity to become a global biocontrol leader

Furthermore, the Biotech Act Il identifies the creation of lead markets as a strategic objective for
Europe. Biocontrol plant protection products represent a clear opportunity for the EU to become a
global leader in a rapidly growing biotechnology market. However, Europe is currently falling behind
jurisdictions such as Brazil and the United States, where regulatory systems are better adapted to
biological innovation and enable significantly faster market access. As a result, innovations developed
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through European research and development efforts are increasingly commercialised outside the EU
first, where regulatory conditions are more favourable and returns on investment can be achieved
more rapidly.

More broadly, biotechnology and biosolutions are evolving at a pace that many existing EU regulatory
frameworks were not designed to accommodate. Current regulatory systems were largely developed
for conventional products with different characteristics, risk profiles and assessment methodologies.
As a result, they are increasingly struggling to keep pace with innovation and are not fully equipped to
unlock the growth potential of biotechnology-based solutions.

The Impact on SMEs, start-ups and investment

The need for action is becoming increasingly urgent as Europe faces growing competitive pressure
in biotechnology innovation and deployment. There is currently a strong pipeline of biocontrol
innovation, with more than 129 biocontrol active substances expected to be submitted in the EU
between 2023 and 2028, including 75 new active substances. Under the current regulatory framework,
many of these innovations may not reach European farmers before 2033-2038, creating a significant
innovation gap, delaying sustainability benefits and reducing Europe's attractiveness for investment.

This challenge is particularly acute for SMEs and start-ups, which represent over 75% of IBMA
membership and therefore a large share of the biocontrol sector. Most investors and venture capital
funds seek visibility on returns within a five-year timeframe. Regulatory timelines that can be extended
up to ten years - combined with uncertainty regarding market access - significantly reduce the
attractiveness of investing in European biocontrol innovation and increasingly encourage companies
to prioritise other regions.

The need for regulatory modernisation

IBMA therefore strongly supports the Commission's objective of creating an enabling environment
for industrial biotechnology and biomanufacturing. The Biotech Act Il represents a unique
opportunity not only to support innovation and scale-up, but also to modernise and future-proof
the EU regulatory system for biosolutions. The initiative should assess whether existing regulatory
frameworks remain suitable for emerging biological technologies and, where appropriate, explore the
development of dedicated regulatory pathways tailored to these innovations, including biocontrol.

The Food and Feed Safety simplification omnibus package: A welcome first step

In the short term, targeted amendments to Regulation (EC) No 1107/2009 are essential to address the
most significant regulatory bottlenecks affecting biocontrol. IBMA therefore welcomes the measures
currently being discussed within the Food and Feed Safety Simplification Omnibus Package, including:

e The establishment of a clear EU-wide definition of biocontrol;

e Removal of unnecessary renewal procedures for biocontrol substances;

e Introduction of provisional authorisations for biocontrol products;

e Improved implementation of mutual recognition between Member States;

e Creation of priority assessment pathways for biocontrol substances and products;

e Strengthening expertise and resources dedicated to biocontrol within EFSA and Member
States.
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These measures would significantly reduce approval timelines and improve access to innovative
biological solutions for European farmers.

Why further changes will still be needed

While these measures are welcome and necessary, they are unlikely on their own to reduce overall
timelines below four to five years. Furthermore, because the current system continues to rely heavily
on Member State evaluations, applicants remain subject to national assessment queues that can add
several additional years before dossier evaluation even begins. Although the Omnibus Package
addresses important bottlenecks, including in the Member States, it is unlikely to fully resolve the
underlying competitiveness challenge faced by innovative companies seeking predictable and timely
access to the EU market.

In addition, while the Omnibus Package is an important first step to accelerate market access within
the current regulatory framework, it does not address the longer-term question of whether existing
legislation remains fit for a sector increasingly driven by biological innovation.

Building a real single market for biocontrol

A further structural challenge is the absence of a real Single Market for biocontrol plant protection
products. Unlike pharmaceuticals, which benefit from centralised authorisation procedures through
the European Medicines Agency (EMA), or other sectors where a single EU assessment grants access
across the Union, biocontrol PPPs remain subject to a two-stage approval and authorisation process
involving both EU and national procedures. This fragmentation creates duplication, delays and
uncertainty, reducing efficiency and limiting farmers' access to innovation across the EU.

While the Omnibus Package represents a key step forward, it does not fully address the investment
challenges arising from this fragmented system. Regulatory timelines remain lengthy and difficult to
predict, limiting the attractiveness of the EU market for innovative companies and investors. As a
result, investment, innovation and commercialisation efforts are increasingly directed towards regions
offering faster, clearer and more predictable pathways to market. Without more ambitious reforms,
this trend is likely to continue.

Preparing the regulatory framework of the future

Looking ahead, biocontrol is expected to become the dominant form of pest and disease
management after 2035. To maintain the competitiveness, resilience and technological leadership
of European agriculture, Europe will ultimately require a regulatory system fully adapted to
biological solutions and their specific characteristics.

The Biotech Act Il provides an important opportunity to launch this reflection. Its success will depend
on strong alignment with other ongoing EU initiatives, including the Food and Feed Safety
Simplification Omnibus Package, the Bioeconomy Strategy, the Industrial Accelerator Act and future
innovation policies. Regulatory simplification, investment predictability and science-based,
innovation-friendly pathways must become central pillars of Europe's biotechnology strategy.
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Regulatory sandboxes and Innovation-friendly approaches

The Biotech Act Il should also consider the use of regulatory sandboxes and similar innovation-friendly
mechanisms, enabling regulators and innovators to test emerging biological technologies within
controlled environments. Such tools could support the development of future regulatory frameworks
specifically adapted to biosolutions while facilitating evidence-based regulatory learning.

Biocontrol offers a concrete opportunity for Europe to strengthen agricultural competitiveness,
support farmers, accelerate the transition towards sustainable food systems and reinforce strategic
autonomy in biotechnology. The sector is already delivering innovative solutions and is ready to
contribute further to the objectives of the Green Transition, the Circular Bioeconomy and Food
Security agendas.

Avoiding regulatory silos for biological solutions

The future regulatory framework should also recognise that many biological technologies do not fit
neatly into existing regulatory categories. In several regions outside Europe, bio-input frameworks
accommodate products with multiple functions, including both biocontrol and biostimulant
properties. The EU should carefully assess how to accommodate such multifunctional biological
solutions and avoid creating regulatory silos that do not reflect biological realities, innovation
pathways or practical use conditions in the field.

Making Biocontrol a strategic pillar

The Biotech Act Il should therefore recognise biocontrol as a strategic industrial biotechnology sector
and ensure that future policy and regulatory frameworks actively support its development,
deployment and market uptake across the European Union. By doing so, Europe can strengthen its
position as a global leader in biotechnology innovation while providing farmers with the sustainable
tools they need to meet future



