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Abstract

Objective : This study aimed to assess of safety of excessive intake of supplement
containing Agrimonia pilosa Ledeb. extract.

Methods : An open labeled, single arm study was conducted for 20 healthy Japanese
men and women aged to 20 to 64 years. Subjects consumed 5 capsules per day (5
times the recommended daily intake) of a food product containing 50 mg Agrimonia
pilosa Ledeb. extract (0.25 mg of aglimols derived from Agrimonia pilosa Ledeb.) per
capsule for 4 consecutive weeks. The safety of Agrimonia pilosa Ledeb. extract was
evaluated by adverse events, physical measurements, and clinical laboratory tests
(blood and urine tests).

Results : There were 20 study participants, 10 males and 10 females. During the
test period, adverse events occurred 11 events in 6 of the 20 subjects, all of which were
not related to the study foods. In addition, significant changes were observed in some
physical measurements, and clinical laboratory tests, but all of the changes were within

the reference range and were not considered clinically problems.

158 (1102)
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Conclusions : These results indicate that the principle investigational doctor judged
that there was no problem with the safety of the five times the recommended daily
intake of 250 mg of Agrimonia pilosa Ledeb. extract containing 1.25 mg of agrimols
under the conditions of this study when consumed for four consecutive weeks. (Clinical
trial registration : UMIN000052312)

Key words : Agrimonia pilosa Ledeb. extract, agrimols, safety
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