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™ Introduction

Popularity of dietary supplements containing health foods and
botanical products is growing, in terms of promotion of
health, prevention and therapy of diseases. Elderly people take
frequently supplements with prescription drugs. The major
concern is adverse event by a large excess intake or
interactions between supplements and drugs. This study
aimed to elucidate efficacy and safety of functional foods.

™ Results

I. Effect of green tea intake on pharmacokinetics of
simvastatin (SIM)

In collaboration with Werba et al and Watanabe et al, we
showed that chronic consumption of catechin-rich green
tea in healthy Japanese volunteers (Fig. 1) and rats
increased significantly plasma concentration of SIM after
oral administration. Furthermore, catechins inhibited activity
of cytochrome P-450 in human liver and small intestine.
Thus, chronic consumption of green tea may cause clinically
relevant interaction with simvastatin.

Improvement by Saw palmetto extract (SPE) of urinary
dysfunction

In rats with urinary dysfunction, oral administration of SPE
and mixture of SPE-contained free fatty acids attenuated
markedly shortening of micturition interval and reduction in
mean micturition volume (Fig. 2), suggesting significant
increase in bladder capacity. Also, combination of SPE with
al-blockers in BPH patients caused additive beneficial effect
(Fig. 3), indicating pharmacologically usefulness of SPE for
improvement of symptomatic treatment of overactive
bladder.
. Construction of comprehensive database on interaction
between warfarin and vitamin K (VK)

We constructed database for clinical interaction between
warfarin and VK by using Pubmed database. Intake of VK in
warfarin-administered patients should be appropriately
estimated by considering present VK status in order to
avoid serious risks.
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™ Perspectives

Rigorous scientific evaluation of efficacy and safety of
functional food including interactions with drugs is important
for scientific demonstration of their benefits and risks in
human and for discovery of innovative functional foods and
drugs which contribute to health promotion, wellness and
longevity.
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[Figure 1]

Effect of 2-week intake of catechin-rich green tea on the plasma concentration of
simvastatin (left: lactone form, right: acid form) in healthy Japanese volunteers
(Mean+SD, N=12). *, #* Significant difference from control value, *P<0.05,
HP<001.
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[Figure 2]

Effect of 2-month repeated treatment of saw palmetto extract (SPE) and a mixture of
free fatty acids (oleic acid and myristic acid) on urodynamic parameters in
Goto-Kakizaki (GK) rats (Mean£SD, N=4) . *** Significant difference from control
(vehicle) value, *P<0.05, **P<0.01.
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[Figure 3]

Improvement by |-month repeated oral administration of saw palmetto extract (160
mg) on residual urine volume in patients with benign prostatic hyperplasia received
long-term treatment with al-blocker. (N=10, Pre: before treatment, Post: after
treatment). Post-value is significantly different from Pre-value (P<0.05)
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