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/CIaims relating the consumption of a food or food constituent, in the context of the total diet, to the reduced risk of developing a

disease or health-related condition.
Risk reduction means significantly altering a major risk factor(s) for a disease or health-related condition. Diseases have multiple risk

factors and altering one of these risk factors may or may not have a beneficial effect. The presentation of risk reduction claims must
ensure, for example, by use of appropriate language and reference to other risk factors, that consumers do not interpret them as

prevention claims.
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“A healthful diet low in nutrient or substance A may reduce the risk of disease D. Food X is low in nutrient or substance A.”
“A healthful diet rich in nutrient or substance A may reduce the risk of disease D. Food X is high in nutrient or substance A.”
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Health claims should primarily be based on evidence provided by well-designed human intervention studies. Human observational
studies are not generally sufficient per se to substantiate a health claim but where relevant they may contribute to the totality of
evidence. Animal model studies, ex vivo or in vitro data may be provided as supporting knowledge base for the relationship between
the food or food constituent and the health effect but cannot be considered as sufficient per se to substantiate any type of health claim.
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The scientific studies considered relevant for the substantiation of health claim are those addressing the relationship between the food

or food constituent and the health effect. In case of a claimed health effect that cannot be measured directly, relevant validated
biomarkers may be used (e.g. plasma cholesterol concentrations for cardiovascular disease risk).
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<Guidance for Industry: Evidence-Based Review System for the
Scientific Evaluation of Health Claims — Final>
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<General scientific guidance for stakeholders on health claim
applications (Revision 1)>
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