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[ Abstract ]

Various health foods are widely distributed and used on the background where
people's health consciousness is stimulated by aging and an increase in lifestyle-related
diseases.

However, health hazard and economic loss associated with their use are not rare. The

principle to prevent such situation and to utilize health foods in safe and in secure is the

use based on scientific evidence of safety and effectiveness. The Food with Health

Claims is a new type of food that is founded on the nation's system and legally regulated.

Especially the Food for Specified Health Use and the Food with Nutrient Function

Claims are considered to be rich in sound scientific evidence of safety and effectiveness.

However, the validity of this viewpoint is not clear.

Thus, this study has been aimed to investigate how the safety and effectiveness of
materials and ingredients for Foods with Health Claims were assessed by the Natural
Medicines Comprehensive Database (NMCD). NMCD, a database of the United States,
includes very wide ranges of materials and ingredients for health foods and supplements
and is probably the most reliable information source.

The outline of the results are as follows.

1. 1,166 products have been permitted as the Food for Specified Health Uses, and their
functional components have been put together into 61 items in this study. For 32
functional components of nearly half of these, there have been retrieved appropriate
and relevant NMCD monographs. The safety and effectiveness of these involved

components seemed to be of generally higher assessment.

I~

. The NMCD have been shown to include a monograph corresponding to each of 20
nutritional ingredients available in the Food with Nutrient Function Claims. The
specifications and standards for these components are of course defined in the food
labeling standards in Japan. The safety and effectiveness of these 20 ingredients were
assessed by NMCD to be very high in general.

3. As a control to statistically verify the validity of the intuitive description of the above




1 and 2 on the assessment of the safety and effectiveness, the author selected a
32-item group of components and ingredients which possibly represent NMCD-listed
22,389 items. Statistical analysis by Kruskal-Wallis test with post hoc Steel-Dwass
test among the three groups showed that the average rank in both safety and
effectiveness of the function component group of the Food with Health Claims was
significantly higher than those of the NMCD-representative material and ingredient
group. The average rank in the two indicators of the three groups were as follow: the
Food with Nutrient Function Claims > the Food for Specified Health Uses > the
NMCD-representative group.

The Foods with Health Claims, especially the Food for Specified Health Use and the
Food with Nutrient Function Claims, have been generally regarded to stand upon sound
scientific bases of safety and effectiveness. The present study have clearly showed
evidence to support this common assumption. The result here described would be a new
verification finding so far not reported. In addition, the results of this study strongly
suggest that rating of safety and effectiveness by NMCD is carried out in fair and
impartial. The food with health claims is a fruit of Japan's own unique food labeling
system. The inspection and assessment of this excellent labeling system from various
approaches, as exemplified by this study, would contribute to further safe and secure use
of health foods and thus to improvement of eating habits of consumers.




