Criteria for the scientific substantiation of claims
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1. The food or food component to which the claimed effect is attributed should be

characterised.
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2. Substantiation of a claim should be based on human data, primarily from
intervention studies the design of which should include the following considerations:
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2(a) Study groups that are representative of the target group.
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2(b) Appropriate controls.
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2(c) An adequate duration of exposure and follow up to demonstrate the intended effect.
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2(d) Characterisation of the study groups’ background diet and other relevant aspects

of lifestyle.
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2(e) An amount of the food or food component consistent with its intended pattern of

consumption.
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2(f) The effect of the food matrix and dietary context on the functional effect of the

component.
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2(g) Monitoring of compliance with intake of food or f ood component under test.
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2(h) The statistical power to test the hypothesis.
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3. When the true endpoint of a claimed benefit cannot be measured directly, studies
should use markers.
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4. Markers should be:
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- Dbiologically valid in that they have a known relationship to the final outcome
and their variability within the target population is known;
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- methodologically valid with respect to their analyticalcharacteristics.
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5. Within a study the target variable should change in a statistically significant way
and the change should be biologically meaningful for the target group consistent with
the claim to be supported.
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6. A claim should be scientifically substantiated by taking into account the totality of
the available data and by weighing of the evidence.

LA LZONWTEL, Bonie7—2Z0b02k (F—=21U7 1—)
Z DOFEILE g tist (VA A7) LT, TORFRFEEEZITO 2 &,



