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of global CO2-emissions can be 
removed, if existing innovative 
biological solutions (biosolutions) 
are implemented.
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Why a European Biosolutions Coalition?



Need to reduce regulatory complexity and 
time to market

Requirements in the legislation – Guidance by EC/EFSA – Implementation by EFSA  

Area Steps Process

Pesticides
(EC)1107/2009

Two-step approach
Active substance
Plant Protection Product
(Low-Risk procedure)

Rapporteur MS-EFSA-EC-ScoPAFF adoption
Zonal Rapporteur MS – Mutual recognition

Microstimulants
(EU)2019/1009

Two parallel processes
CE-marking (4 streams only)
National approval

Certification by Notified Body
Mutual recognition

Novel Foods
(EU)2015/2283

One process EFSA-EC-ScoPAFF adoption

Additives
(EC)1333/2008

One process EC-EFSA-EC-ScoPAFF adoption 

Enzymes
(EC)1332/2008

One process
National rules still apply

EC-EFSA-EC-ScoPAFF adoption (process stuck)
Chemicals that are not SVHC can be marketed if 
they comply with REACH



European Biosolutions Coalition

• A Coalition of like-minded and 
ambitious national industry 
organisations

• Danish Industry was one of the 5 
founding members

• Our purpose is to highlight the 
importance of streamlining the 
regulatory framework for biosolutions 
in the EU and member states

• Our goal is to have strong ambitions on 
biosolutions, biotechnology and 
biomanufacturing included in the next 
European Commission work 
programme



Coalition presented manifest and policy asks in 
February 2024



Improving the implementation of the 
current regulatory framework

Specific files (in agri-food sector)
Novel Foods
Pesticides
Fertilizers (Biostimulants)
Additives
Enzymes
etc.

Proposals for revision of existing  
framework through revision of individual 
regulations

Specific files (in agri-food sector)
Novel Foods 
Pesticides 
Fertilizers (Biostimulants)
Additives 
Enzymes
etc.

Development of a new regulatory  
framework for Emerging Biosolutions

Long term solution

Inspired by the New Legislative Framework 
for CE-marked Goods

Vision:
What to do if we had no legislation and 
started from scratch
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Three approaches to improving the legislative 
framework for biosolutions 

Biotechnology Act





Questions?

European Biosolutions Coalition: For a Sustainable, Resilient 
and Competitive Europe - DI (eubiocoalition.eu)

https://www.eubiocoalition.eu/

