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Article 17 of the Regulation (EC) No 1332/2008 lays down rules for the establishment of the 
Union list of food enzymes in one single step

• There is currently no Union list of authorized food enzymes, it will be established once the 
evaluations are finalized.

• Union list shall be drawn up on the basis of applications submitted within the deadline. -
This period started on 11 September 2011 and finished on 11 March 2015.

• Risk assessments of EFSA for individual enzymes is published as soon as they are 
completed. 

•  COM has established a Register of all Food Enzymes to be considered for inclusion in the 
Union list and for which applications have been submitted.

Relevant link:

https://food.ec.europa.eu/system/files/2020-06/fs_food-improvement-
agents_enzymes_register.pdf 

Establishment of the Union List of Food 
Enzymes “Article 17”

https://food.ec.europa.eu/system/files/2020-06/fs_food-improvement-agents_enzymes_register.pdf
https://food.ec.europa.eu/system/files/2020-06/fs_food-improvement-agents_enzymes_register.pdf


FE applications in the Register

Progress in the safety assessment

Number of valid applications 282

Number of dossier (with JD packages) 373

Withdrawn 33

Negative 11

Inconclusive 15

Positive 217

Total 243

Remaining (61 from JD) 97

New FE Applications (pre and post TR) Old and New 

Mid Oct-24

Number of dossiers (111 Post TR)

(including 46 extension of use)
185 558

Suitability check 25

Non valid/terminated 5

Withdrawn 11 44

Negative 3 14

Inconclusive 3 14

Positive 53 270

Remaining 85 182



A food enzyme may be included in the Union list only if it meets the following 

conditions and, where relevant, other legitimate factors:

• (a) it does not, on the basis of the scientific evidence available, pose a 

safety concern to the health of the consumer at the level of use proposed;

• (b) there is a reasonable technological need, and

• (c) its use does not mislead the consumer. 

The information to be included in the opinion of EFSA is specified in Article 13 

of Regulation (EC) No 234/2011

General conditions for inclusion and use of 
food enzymes in the Union list       “Article 6”



Article 7 of Regulation (EC) No 1332/2008 lays down that the entry of a food 
enzyme in the Union list shall specify: (a) the name; (b) the specifications; 
(c) the foods to which the food enzyme may be added; (d) the conditions under 
which the food enzyme may be used; 

• Until the date of application of the Union list, without prejudice to other 
applicable Union legislation, including Regulation (EC) No 178/2002, 
national provisions in force on food enzymes shall continue to apply in 
the Member States.

Establishment of the Union List of Food 
Enzymes                                    “Article 7”



The EC working document describing the food

processes is not a legally binding document

Version 7 has been aligned with the categorisation of 

food manufacturing processes developped by EFSA for 

the safety assessment of food enzymes



Although the Union list of enzymes is not established yet, there are some EU 

legal acts where the use of enzymes is described:

• Directive on fruit juices (Directive 2001/112/EC): allows the use of 

pectinases, proteinases and amylases.

• Regulation on wine (Regulation (EU) No 2019/934) allows the use of urease, 

pectin lyases, pectin methylesterase, polygalacturonase, hemicelluase, 

cellulase, betaglucanase and glycosidase.

• In the production of organic food (Regulation (EC) No 889/2008) 

preparations of micro-organisms and enzymes normally used in food 

processing can be used.

Other EU specific legislation describing the 
use of enzymes in food production



Example of the content of the Union List of 
Food Enzymes



• Food enzymes shall not be required to be included in the list of ingredients 

(Art.20 of Reg 1169/2011):

(i) in case of carry-over referred to in point (b) of Article 18(1) of Regulation 

(EC) No 1333/2008, provided that they serve no technological function in 

the finished product; or

(ii) when they are used as processing aids.

• Otherwise:  Food enzymes must be designated in the list of ingredients by the 

name of their technological category, followed by their specific name (Annex 

VII, Part C of Reg. 1169/2011)

Relevant link:

• https://ec.europa.eu/food/sites/food/files/safety/docs/fs_food-improvement-

agents_enzymes-guidance-categorisation.pdf

Labelling



Common Authorisation Procedure

Article 9

Regulation (EC)            
No 234/2011

Applies to the content, 
drafting and presentation 

of applications

Amended act
Regulation (EU)            
No 2019/1381       

Amended on transparency and 
sustainability of the EU risk 

assessment

Implemented act

Regulation 
(EU)            No 

2020/1823

Amended accordingly 
as a consequence of 

Reg (EU) No 2019/1381

Amended act

Regulation (EU)            
No 562/2012

Derogation of requested data 
for risk assessment of food 

enzymes

Derogation

Regulation (EC)            
No 1331/2008

Common 
Authorisation 

Procedure

Regulation (EC)           
No 1332/2008

Food Enzymes       

Regulation (EC)           
No 1333/2008

Food Additives         

Regulation (EC)           
No 1334/2008

Food Flavourings



Application dossier

(new authorization or 
modification of conditions of 

use/specifications)

Accompanying letter (to EC)

Technical dossier

Administrative data
Data as in article 4 (additives,  

enzymes, flavourings)

Data required for risk 
assessment

Food additives:

General provisions as in article 
5 &

Specifi data as in article 6 

Food enzymes:

General provisions as in article 5 &

Specific data as in article 8 

Food flavourings 

General provisions as in article 
5 &

Specific data as in article 10 

Data required for risk 
management

Food additives: Data as in 
article 7

Food enzymes:  Data 
as in article 9 

Food flavourings:                    
Data as in article 11

List of parts of the dossier 
requested to be treated as 

confidential

List of studies submitted to 
support application

Public summary

Detailed summary of the 
dossier

Public summary of the dossier 
(non-confidential)

General data 
requirements according
to Regulation (EC) No 
1331/2008 as further 
elaborated in Regulation 
(EU) No 234/2011 

Some of these data may 
need not to be 

submitted. In these 
cases, applicant has 

always to submit 
verifiable justification to 

this exemption.

Regulation (EU) No 234/2011



EFSA

EC

Suitable Not suitable

Discussion in the 
EFSA working 
group (Panel)

Adoption by the 
Panel

Applicant

Evaluation period: 

9 months, at least (if 
needed, it may be 
negotiated)

30
working 
days

Workflow applications  Commun autorisation procedure

AP 
DESK

Validity 

ON-LINE 
SUBMISSION TO 

e-ESFC

EFSA Suitability

ADMINISTRATIVE 
PART: 

VALIDITY CHECK 
OF THE 

APPLICATION

RISK ASSESSMENT 
OF THE 

APPLICATION

Completeness

Complete
Not Complete

Out of the scope

Valid

Publication

Inconclusive

Withdrawal

New dossier

End of the 
procedure

App. Withdrawal

FE withdrawal from 

the EU market

Article 19 GFL

Negative = unsafe
Article 14 GFL



EC

AP 
DESK

FIP

RISK MANAGENT OF 
THE APPLICATION

Validity

Decision  
period: 

9 months

Commission draft proposal on 
legislative act

Standing Committee opinion on the 
measure proposal

Favorable vote 

European Parliament and  European 
Council

Negative opinion Positive opinion

Rejected Commission adopts 

the draft measure 

Publication in the

EU Official Journal

Workflow applications according to Regulations

(EC) No 1331/2008 & (EU) No 234/2011

Comitology procedure

Discussions with Member 
States in the  EC working  
group on FE

Decision  
period: 
3months

2-4 months

Creative Commons license CC 

BY-SA

Fulfill the conditions for 
inclusion in the Union list

 

https://creativecommons.org/licenses/by-sa/3.0/
https://creativecommons.org/licenses/by-sa/3.0/


• A new application should be submitted for the authorisation of the food enzyme under Regulation (EC) 
N°1332/2008

• Reference to the initial application may be added when data are still relevant  for the new enzyme

• No need to include these data again

• A justification should be provided why these data are still relevant 

Updated administrative guidance published in July 2023: https://www.efsa.europa.eu/en/supporting/pub/en-6509

• Submission of partial data as a follow up of a positive opinion

• Additional data do not form an application: CIRCA SANTE-CAD-IN Group is the relevant tool to provide these date to EC

For further instructions: https://food.ec.europa.eu/safety/food-improvement-agents/common-authorisation-procedure_en

New submission - Follow up of inconclusive
and negative opinions

https://www.efsa.europa.eu/en/supporting/pub/en-6509
https://food.ec.europa.eu/safety/food-improvement-agents/common-authorisation-procedure_en
https://food.ec.europa.eu/safety/food-improvement-agents/common-authorisation-procedure_en


Keep in touch

EU Spotify

ec.europa.eu/

europa.eu/

@EU_Commission 

@EuropeanCommission 

European Commission

europeancommission 

@EuropeanCommission

EUTube

https://open.spotify.com/user/v7ra0as4ychfdatgcjt9nabh0?si=SEs1mANESea5kzyVy7HvDw
https://ec.europa.eu/
https://europa.eu/
https://twitter.com/eu_commission
https://www.facebook.com/EuropeanCommission
https://www.linkedin.com/company/european-commission/
https://www.instagram.com/europeancommission/
https://medium.com/@EuropeanCommission
https://medium.com/@EuropeanCommission
https://www.youtube.com/user/eutube
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