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1) Impact Assessment Board Opinion 

(A) Context 

Regulation 258/97 on novel foods and food ingredients was evaluated in 2002, which led 
to the conclusion that it needs to be developed and updated. The proposed regulation 
inter alia will replace the decentralised authorisation procedure by a centralised one, 
extend the scope of application allowing the introduction for traditional food from third 
counties and by streamlining application procedure. Over recent years, 7-10 applications 
per year were made. The proposal is in the simplification rolling programme. 
 
(B) Positive aspects 

The consultation process seems to have been thorough, and has involved a good mix 
of stakeholder groups in various countries (EU 75 % Third countries 25%). The annex to 
the IA report gives extensive information on the questionnaire and results on individual 
questions.  
 
(C) Main recommendations for improvements 

The recommendations below are listed in order of descending importance. Some more technical comments 
will be transmitted directly to the author DG.  

General recommendation: The IA report needs several modifications, mainly to 
clarify which choices were made in the process of preparing the policy and in 
carrying out the impact assessment analysis in the absence of readily available data. 

(1) The IA report contains little quantitative data. It would be desirable to have more 
quantification especially on issues like the size of the market and the expected impacts of 
the options, including the acceleration of authentication procedures and the reduction in 
administrative costs using the EU SCM. It can be accepted that in this case the effort to 
collect these data is not proportionate, but then the IA report should explicitly justify this 
referring to the limited scope of the proposal. Statements about the impacts on 
employment, innovation, and environment should under such circumstances be made 
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with due caution. 

(2) The IA report strongly relies on the results of the on line consultation. The IA report 
should make it clearer if and how these consultation results have been validated by 
information from other sources or by own analysis from the Commission, especially if 
the numbers of respondents is relatively small. 

(3) The IA report should explain why maintaining the regulation is justified, before 
going on to analyse options for revision and updating. The objective of the revision can 
then be more clearly stated as that of simplification while maintaining safety standards. 

(D) Procedure and presentation 

It appears that all necessary procedural elements have been complied with.  
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