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This guidance replaces the previous one and it is applicable for applications submitted as of 27 March 2021. For applications submitted until 26th March 2021, the former version of the guidance applies.
Amended: 26 March 2021




 Abstract
This guidance document refers to the applications for authorisation of a new food additive or to a modification of an already authorised food additive, combining in a single document the description of the data requirements and their context, and also a description of the risk assessment paradigm applied. The document is arranged in four main sections: chemistry and specifications, existing authorisations and evaluations, proposed uses and exposure assessment, and toxicological studies. Assessment of the exposure to food additives is based on information on known or anticipated human exposure to the proposed additive or toxicologically relevant components of the additive from food, and any other potential dietary sources. For the toxicological studies, this guidance describes a tiered approach which balances data requirements against the risk, taking into consideration animal welfare by adopting animal testing strategies in line with the 3-Rs (replacement, refinement, reduction). This tiered approach for toxicological studies consists of 3 tiers, for which the testing requirements, key issues and triggers are described. According to this tiered approach, a minimal dataset applicable to all compounds has been developed under Tier 1, while Tier 2 testing, generating more extensive data, will be required for compounds which are absorbed and/or demonstrate (geno)toxicity in Tier 1 tests. Tier 3 should be performed on a case-by-case basis taking into consideration all the available data, to elucidate specific endpoints needing further investigation of findings in Tier 2 tests. This guidance document replaces the previous guidance document by the Scientific Committee for Food published in 2001.



© European Food Safety Authority, 2012


 See also
Guidance for submission for food additive evaluations: outcome of the public consultation



 Related topics
  Food additives   Food ingredients and packaging 



 Contents



Contents



 Page contents


 


   Did this page meet your expectations ?  Yes
  No



 Thank you! Any more feedback?  I have found the information I was looking for
  The content was easy to understand
  There was the right amount of information
  Other (please specify below)



 Can you help us make it better for you — Why didn’t it meet your expectations?  I did not find the information I was looking for
  The content was difficult to understand
  There was too much or too little information
  Technical problem (please specify below)
  Other (please specify below)



 Please specify below:
 What else positively affected your experience?
 What could be improved to make your experience better?


We value your anonymous feedback and use it to continually improve your experience. If you require an individual response, please visit our Contact us page.
   



  	 About	 Executive Director
	 Management Board
	 Transparency Regulation
	 Corporate documents


	 Engage	 Careers
	 Consultations
	 Procurement
	 Grants


	 Connect	 Newsletters & email alerts
	 Press Centre
	 Contact us



 
 	 Access	 OpenEFSA
	 EFSA Journal on Wiley
	 Connect
	 EFSA extranet (DMS)



 


 Follow us on RSSXInstagramLinkedinYoutubeSpotify

Science, safe food, sustainability




	Legal notice
	Personal Data Protection
	Multilingual practice
	Accessibility
	Website release notes


 


