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Subject: Nutrition and Health Claims Regulation: implementation problems

The Nutrition and Health Claims Regulation ((EC) No 1924/20061) has some outstanding features. 
However, there are still a number of problematic issues connected with its implementation. The major 
problems in the implementation phase result from the lack of clarity and transparency as regards the 
criteria for approving or rejecting claims; furthermore, there is legal uncertainty as to what will or will 
not be allowed and in relation to transition periods. The regulation’s current implementation may 
distort competition through the piecemeal approval of lists of claims, giving rise to unnecessary 
additional costs that may have a particular impact SMEs. The regulation does not provide for rights of 
appeal or remedy in the event that Article 13 claims are rejected, and may put the European industry 
at a competitive disadvantage compared with third-country operators owing to the expansion of SMEs’ 
market. At the same time, food industries may be discouraged from investing in research and new 
products, which will also affect consumer choice. In response to Mr Mauro’s written question E-
5764/09, the Commission has stated that no impact assessment was required at the time the proposal 
was made (2003), and that the regulation provides for a report on its application in 2013. This report 
does not seem to cover the economic impact on companies.

Given that the decisions that have now been taken on the regulation’s application – in particular the 
batch-by-batch adoption of lists of claims – have a serious economic impact on companies, does the 
Commission not consider it important to conduct an immediate interim assessment of their economic 
implications before any final measures are adopted? In the absence of such an impact assessment, 
what objective basis does the Commission have for its assertion that the regulation will benefit SMEs, 
as stated in its response to other learned colleagues (including Małgorzata Handzlik and Jan 
Březina)? Recital 33 of the regulation states that appropriate technical guidance and tools should be 
made available to SMEs by the European Food Safety Authority (EFSA). Given that SMEs have not 
received any guidance regarding Article 13 claims, that no tools have been developed to facilitate 
SMEs’ implementation of the regulation, and that the first stakeholder meeting organised by the EFSA 
on this issue is supposed to take place by 1 June 2010 at the latest, does the Commission think that 
the regulation’s requirements have duly been fulfilled? Does it believe that companies have had full 
access to all the necessary information from the very beginning? If not, what measures does it intend 
to take to remedy this lack of guidance? Could it also indicate how it intends to remedy the negative 
impact that the current approach to the regulation’s implementation will have on innovation, 
investment and competitiveness in the European food sector, especially in the light of the Lisbon 
Agenda and the current economic crisis?
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