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 Abstract
The Panel on Food Additives and Nutrient Sources added to Food provides a scientific opinion re-evaluating the safety of Patent Blue V (E 131). Patent Blue V (E 131) is a triarylmethane dye permitted for use as a food additive in the EU, that has been previously evaluated by JECFA in 1970 and 1975 and the EU SCF in 1983; JECFA established a Temporary Acceptable Daily Intake (ADI) of 0-1 mg/kg bw/day in 1970, but withdrew it in 1975. Until now JECFA has not allocated an ADI to Patent Blue V (E 131). The SCF established an ADI of 0-15 mg/kg bw/day. The Panel was not provided with a newly submitted dossier and based its evaluation on previous evaluations, additional literature that became available since then and the data available following a public call for data. The Panel concluded that the present dataset provides a rationale for a re-definition of the ADI. Using the NOAEL of 500 mg/kg bw/day derived from a chronic toxicity study in mice and applying an uncertainty factor of 100 to this NOAEL, the Panel establishes an ADI of 5 mg/kg bw/day. The Panel noted that at the maximum permitted levels of use of Patent Blue V (E 131), exposure estimates for high consumers are above the ADI of 5 mg/kg bw/day in toddlers and children. At the maximum reported use levels of Patent Blue V (E 131), exposure estimates are below the ADI of 5 mg/kg bw/day for all groups of the population.



© European Food Safety Authority, 2013


 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.
   



  Footer - Internal links
	 About	 Executive Director
	 Management Board
	 Transparency Regulation
	 Corporate documents


	 Engage	 Careers
	 Consultations
	 Procurement
	 Grants


	 Connect	 Newsletters & email alerts
	 Press Centre
	 Contact us



 
 Footer - External links
	 Access	 OpenEFSA
	 EFSA Journal on Wiley
	 Connect
	 EFSA extranet (DMS)



 


 Follow us on  RSS   Twitter   Instagram   LinkedIn   Youtube   Spotify 

Science, safe food, sustainability




	Legal notice
	Personal Data Protection
	Multilingual practice
	Accessibility
	Website release notes


 


