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Abstract

Objectives: The safety of foods containing aged garlic extract was evaluated.

Methods: A long-term, randomized, double-blind, placebo-controlled, parallel, safety study was
conducted with 24 healthy adult volunteers (16 males and 8 females). Subjects consumed the test diet
or placebo for 12 weeks. An excess, single-arm, open, safety study was conducted with 10 healthy
adult volunteers (7 males and 3 females). Subjects consumed three times the amount of test food in the
long-term safety study for four weeks. Blood and urine tests were performed in both safety studies.
For the postprandial blood glucose test, a randomized, single-blind, crossover study was conducted on
17 healthy adult volunteers (3 males and 14 females). Subjects measured their blood glucose levels five
times in total: after consuming only bread equivalent to 50 g of carbohydrate, and four types of foods
containing aged garlic extract along with bread.

Results: Adverse events observed in the long-term and excess safety studies were recovered during
consumption of the test samples. There were some significant differences in blood and urine tests, but
all changes were temporary and within the reference values. The incidence of adverse events in the
long-term safety study did not significantly differ between the study and placebo groups. There were
no differences in postprandial blood glucose changes or IAUCs between the bread and extract or
extract-containing foods.

Conclusions: Results of long-term safety tests, excess safety tests, and postprandial blood glucose
tests indicated that there were no problems with the safety of foods containing aged garlic extract.

Key Words: Aged garlic extract, Safety, Postprandial blood glucose






