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Summary
After the introduction of Food for Specified Health Uses system in 1991, circumstances in which functions of foods are

evaluated by clinical trials, are improving. Issues of clinical trials of foods in Japan are discussed in comparing with drug

cases. Necessity of the addition of systems ensuring the reliability of data is suggested in clinical trial practices of food

cases. Some differences of endpoints between drugs and foods are pointed out, and needs of experts who explain medical

meanings of such differences to consumers are discussed. In the case of evaluation of disease risk reduction, large scale

clinical trials are needed, and then financial supports by government are needed.
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Table 1 Outline of Food with Nutrient Function Claims
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Table 2 Comparison of Clinical Trial Practice Standards be-
tween Drug and Food for Specified Health Uses
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Table 3 Comparison of Bone related Clinical Trials between
Drug and Food for Specified Health Uses
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Table 4 Comparison of Blood Glucose related Clinical Trials be-
tween Drug and Food for Specified Health Uses
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Table 5 Outline of a Large Scale Clinical Trial of p-Carotene ¥
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