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Establishment of a risk assessment method for herbal supplement products based
on the concept of food additives
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To ensure the safety of herbal supplements (HS), individual evaluation for
each product is important, reflecting their diversity. Therefore, based on the safety evaluation
methods for food additives, we developed and named an animal test suitable for the individual
evaluation of HS: the Suggested Daily Intake-Based Safety Evaluation (SDI-SE). The SDI-SE is a
back-calculation analog of the acceptable daily intake (ADI) derivation; that is, rats were
administered individual herbal supplement products at 100 times SDI for human use equivalents per
body weight and signs of adverse effects on the gene expression of the hepatic drug metabolizing
enzyme cytochrome P450 (CYP).

To verify the usefulness of the evaluation method, the SDI-SE was applyed to the butterbur and the
coleus forskohlii products, and the CYP induction effect on the liver was analyzed to detect
differences in the effects between products. In addition, CYP-inducing ingredient was examined by
component analysis.
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