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Amfep Statement on the draft EC Regulation on Food 
Enzymes  -  Food Improvement Agents package  
 
 
In July 2006, the EU Commission published its proposal for a food enzymes regulation.  
 
This regulation is an attempt to harmonise authorisation and safety assessment procedures of 
food enzymes at the EU level. This initiative is set to improve the functioning of the internal market 
by removing disparities among member states and bringing more legal certainty to the market.  
 
The European Food Safety Authority (EFSA) is called to play a pivotal role in the authorisation 
process of food enzymes. On the basis of its scientific advice, the EU Commission will grant 
authorisations after consulting member states and the EU Parliament.  
 
Only duly authorised food enzymes will be allowed to be commercialised and used in the foods 
sold in the EU.  
 
It should be pointed out that the proposed food enzymes legislation does not increase the scope 
of the current food labelling provisions, although some changes are proposed to the way the small 
number of food enzymes used as additives are declared.  
 
The regulation is expected to become law in the second half of 2008. However, several years will 
be needed for the new rules to become fully applicable across the EU.  
 
Two years would be given to the Commission and the EFSA to detail what information will be 
required for risk assessment of food enzymes. After that, another two years’ time will be allocated 
to the industry for submission of dossiers for evaluation and authorization of food enzymes 
presently used in food on the EU market. It is still not known how long it will take for the EU 
authorities to undertake this exercise. However, several years will be needed for the first positive 
list featuring EU approved existing food enzymes to be established. This list is not expected to be 
published before 2013. Until then, the national provisions on the use of food enzymes in individual 
EU Member States remain valid and applicable. 
 
Amfep welcomes a harmonised EU legislation for the safety evaluation and authorization of food 
enzymes. Clear rules on how to perform safety assessments as well as firm and predictable 
timelines for the administrative procedures involved in dossier assessments will be beneficial for 
both the consumer and industry. Furthermore, the possibility of obtaining one single authorization 
which is valid in the entire EU will be advantageous for the internal market. 
 



 

 

Amfep closely monitors and takes an active part in the legislative process of the adoption of the 
future food enzymes regulation.   
 
Furthermore, in anticipation of the upcoming EU legal framework, a special Amfep group is 
already actively mounting an internal course of action for future authorisation procedures of food 
enzymes. Starting early will help us to get timely authorisations for our products and guarantee 
uninterrupted operations for our customers.  
 
 
NB:  The proposal for a regulation on food enzymes is a part of a so-called Food Improvement 

Agents package (FIAP). While harmonising EU legislation for food enzymes, FIAP is also 
aiming at upgrading existing EU legislation on food additives and food flavourings and 
establishing a transversal authorisation procedure. More information on the FIAP is 
available on the EU Commission website. 
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For more information contact:  
Youri Skaskevitch  

Association of Manufacturers and Formulators  
of Enzyme Products 

Boulevard Saint-Michel, 77-79 
B-1040 BRUSSELS 

Tel: +32 (0)2 740 29 62 
Fax: +32 (0)2 732.51.02 
E-mail: amfep@agep.eu 

 
Or visit our website: www.amfep.org  


