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Industry Article 13 claims list ready 

by July 
28 June 2007

Trade associations compiling a EU-wide industry list of hundreds of Article 13 health claims for authorisation aim to complete the task by the end of July. 

The European Federation of Health Product Manufacturers (EHPM) and the European Responsible Nutrition Alliance (ERNA) have spent the last year working together with other industry associations to create a credible list of scientifically substantiated dossiers for substances other than vitamins and minerals, for amino acids, proteins and botanicals, all of which are subject to Article 13 in the Nutrition and Health Claims Regulation. 

To date more than 625 dossiers have been compiled including vitamin and mineral claims, macronutrients, other substances, botanicals and probiotics, which it is hoped will be accepted onto Member State lists, which will then be forwarded to the European Food Safety Authority (EFSA) for evaluation.

According to the Regulation claims under Article 13 must be substantiated on the basis of generally accepted scientific evidence, and well understood by the average consumer. However, since no guidelines are available from EFSA in terms of how much scientific evidence is needed and its method for dossier evaluation, the associations have asked independent experts to develop their own guidelines for the process. These guidelines take into account food and food categories, diet and nutrients, health relationships and conditions of use, as well as the nature of the evidence and examples of label and advertising wording.

“We are in the final stage of one of the most substantial activities this industry has ever taken on – the development of the EU industry list of health claims,” said EHPM Chairman Peter van Doorn. “It has been an enormously labour-intensive task due to the complexity of discussions, but the list will be completed well in time for submission to most Member States’ lists.” 

The workload for the industry list was divided between EHPM, ERNA, the European Botanical Forum (EBF) and the Confederation of Food and Drink Industries of the EEC (CIAA), with all claims reviewed by independent scientific experts.

Patrick Coppens, ERNA Secretary General said: “We have used a grading of evidence system to help judge the validity of the scientific evidence. Claims that did not meet our standards have been rejected. We hope that our efforts will be rewarded at national and EU level.” 

While the full Article 13 list is expected to be completed by 31 January 2010, much is still unclear on how Member Sates are going to submit claims and what criteria EFSA will use to validate the list. The deadline for Member States to introduce claims for evaluation by EFSA is 31 January 2008.

ENDS

Notes to Editor:

1. The European Federation of Health Product manufacturers (EHPM) represents specialist health product manufacturers in Europe. It works towards developing an appropriate regulatory framework throughout the EU for its members’ products.
2. For more information about EHPM email secretariat@ehpm.be, tel + 32 2 209 11 45, or visit www.ehpm.org
3. The European Responsible Nutrition Alliance (ERNA) is made up of major European food supplement manufacturers and suppliers, all working towards a common European approach to food supplements that reflects the interests of both the consumers and the industry.
4. For more information about ERNA email Patrick Coppens, Secretary General, at secretariat@erna.be, tel + 32 2 209 11 50, or visit www.erna.org
5. Experts involved in the development of the guidelines were David P. Richardson, Nino M. Binns and Penelope Viner: Guidelines for an evidence-based review system for the scientific justification of diet and health relationships under Article 13 of the new European legislation on nutrition and health claims, Food Science and Technology Bulletin: Functional Foods 3 (8) 81–95 DOI: 10.1616/1476-2137.14747.




