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Table 1 Back ground of subjects (at 2 weeks before
examination)
Total
Subjects Mean+ SD
n 24
Age 38077
Height (cm) 163.3+7.8
Body weight (kg) 65.7+13.6
BMI 24.6+5.0
Less than BMI 25 (BMI<225)
Subjects Mean® SD
n 12
Age 37363
Height (cm) 162.1+7.1
Body weight (kg) 54.1+73
BMI 206=24
More than BMI 25 (BMI[=25)
Subjects Mean L SD
n 12
Age 3R89
Height (cm) 164.5+8.5
Body weight (kg) 77.3L£64
BMI 287132

Mean+SD  BMI: Body mass index
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Table 2 Composition of test drink and placebo drink

Main components Test drink
F. velutipes extract (mg) 1,200

Green tea {(mg) 3413
Sodium L-Ascorbate (mg) 175

NaHCO, (mg) Less than 100

Main components Test drink
Energy (kcal) 13.0
Protein (g) 0.9
Lipid (g) 0.2
Carbohydrates (g) 2.1
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Fig. 1 Physical and biochemical parameters were analyzed at 2

weeks belore treatments, just at treatment, 2 and 4 weeks
after ingestion and 2 weeks after the end of ingestion.
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Table 3 Changes in body structural data

2 weeks after

Subjects Group n 0 week 2 weeks 4 weeks
Total 24 65.9—=2.8 657127 658127 65.8+27
Body weight (kg) BMI<25 12 54.4+2.1 54621 546121 547 2.1
BMI=25 12 774+ 18 768+ 1.8 77.1+2.0 70818
Total 24 247+ 1.0 24710 247=1.0 24711.0
BMI BMI <25 12 20.7=07 20.7=0.6 20,706 20.8-+0.6
BMI =25 12 28809 28609 28609 286109
Total 24 273+18 27.6+19 27119 271419
Body fat ratio (%) BMI <25 12 22015 21.7£1.5 21413 2144514
BMI1=25 12 327124 334427 329+28 32.7+27
Total 24 18.6+1.7 188+ 1.8 18418 18518
Body fat mass (kg) BMI <25 & 120+ 1.0 11.9--0.9 11709 117209
BMI =25 12 25519 256121 253427 251122
Total 24 473+ 1.8 469+ 1.7 4741419 473+ 1.7
Lean body weight (kg) BMI<25 12 424+17 427117 429+ 1.8 43.0+1.8
BMI=25 12 52.1+2.4 512325 519128 51,7424
Mean+SE
Table 4 Effects of ¥, Velutipes exiracts on blood pressure and pulse
Subjects Group n 0 week 2 weeks 4 weeks 2 weeks alter

Total 24 1121433 114.4+3.1 112.1 3.1 1154+2.8
Systolic blood pressure (mmHg) BMI <25 12 106.313.6 108.7-04.2 108.0=4.2 108.8£4.1
BMI=25 12 118.0t5.1 1202442 116.2+4.3 1220129
Total 24 75025 749+22 725228 75.0+£23
Diastolic blood pressure (mmHg) BMI<I25 12 70327 70825 68.313.0 69538
BMI=25 12 79.7%£3.7 79.0£3.2 76.7-£4.0 8035+1.8
Total 24 T1.5=14 TLEL 14 70.1£1.0 73.340.8
Pulse (beat/min) BMI<Z25 12 71.9+1.3 70.3£1.3 70814 72.5+1.1
BMI =25 12 71.0+25 13.3425 69.3£1.5 T42+1.2

Mean = SE
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Table 5 Changes in biochemical parameters No.|
Subjects Standard value n 0 week 2 weeks 4 weeks 2 weeks alter
. M: 39-98 -
WBC (> 108/ L) F- 350 24 5.89+-0.29 5.8810.28 6181034 6.34+0.46
: o M: 4.27-5.70 ) )
RBC (X 105/ L} _ 24 476510088  4739+0.100 47330095 477540097
F: 376-5.00
) M: 135-17.6 :
Hb (g/dL) 24 14394032 14.40+0.35 14.27+-0.33 14.31 4035
F: 11.3-152
) M: 39.8-51.8
Ht (%) 24 4336+0.78 4370085 42.87-0.79 42.83-0.80
[F: 334-449
PLT (< 10%/ kL) 13.00 36.9 24 2516109 2523=1.29 2577+1.15 2498 +1.03
M: 83102 )
MCV (L) 24 911108 92.5+0.8 90.3L0.72 89.9+0.7
F: 79100
M: 28.0-34.6 } ~
MCH (pg) . 24 30.20+0.34 30.39+0.36 30.0010.35 29954035
F: 26.3-343
M: 31.6-36.6
MCHC (%) 24 33.134+0.18 3288 1021 33.20+0.22 3334024
F: 30.7-36.6
TP (g/dL) 6.7-8.3 24 7.14£0.05 7.03=0.06 7.10=0.07 6.98=0.05
ALB (g/dL) 3.8-53 24 4.3910.04 4320.04 4.29=0.04 4.21=0.05
AST (GOT) (IU/L) 10-40 24 207+14 i B 20.441.6 197+1.5
ALT (GPT) (1U/L) 5-45 24 24.6+43 252+4.1 24,6147 223x3.6
E M: <75 _
y-GTP (IU/L) F: <45 24 336454 35,155 353162 35.7+6.7
< L4y
ALP (IU/L) 110-360 24 IR05L11.0 1854£11.5 188.8+11.5 184.3+10.4
AMY (IU/L) 37-1325 24 639450 64.5+52 68.0=6.9 60.1+39
ILDH (IU/L) 115-245 24 1564350 158.8+5.1 158.3+54 158.3+5.1
i M : 50-250 P
CPK (IU/L) Fx 45510 24 1233=%139 109.5+8.0 101.3£8.9 99.7+£7.8
Mean=SE
Table 6 Changes in biochemical parameters No. 2
Subjects Standard value n 0 week 2 weeks 4 weeks 2 weeks after
ChE (1U/L) 3,300 7,700 24 5700242329 5,781.51£247.5 5,999+241.0 5,717.54+262.5
BUN (mg/dl) 8-22 24 129£0.5 11.9=05 12205 122+0.6
M: 0.61-1.04
CRE (mg/dl) 24 0.690 L0.026 0.67910.025 0.684=-0.027 0.6701£0.025
F: 047-0.79
) M: 2.6-7.5
UA {mg/dl) 24 3571031 5.621+0.36 5431032 5.60L0.36
F: 2057
GLU (mg/dl} 60-109 24 924+t 1.6 922+1.6 91.0+2.0 915+ 1.7
T-cho (mg/dl) 150-219 24 195059 193.0+6.6 1972164 1950+7.1
TG (mg/dl) 35149 24 90.049.1 888194 98.519.6 933192
LDL (mg/dl) T0-139 24 119.5=6.0 1143159 116.76.0 1155+ 7.1
HDL fdl) - 24 65.7+3.7 64.1+32 654135 64.1—-32
mg/ B -t . '__ - A1 . L TV Dads
Ve F: 40-85 '
Mean+SE
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Table 7 Changes in daily energy intake

1 wto 2 w after the

Group n —lwto 0w lwto 2w Iwtodw . ;
end of ingestion
Total 24 2,129.0L69.8 200281111 205261869 20253871
BMI<25 12 207221819 1.973.2870 1,979.4 1049 1.961.2=106.6
BMI=25 12 21859L113.6 2,03251£129.8 2125811400 2,089.3=140.1

Fach value shows the mean of each period.
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Safety Evaluation of Excessive Intake of Green Tea Containing
F. Velutipes Extracts on Human Study

Yusuke HORIM™, Keisuke MIYAZAWA?Z, Ryoma SHIMIZUY,
Motoharu SANO?, Yasuo WATANABE #

“TES Holdings Co., Ltd.
BDepartment of Biochemistry, Tokyo Medical University
#Fukagawa Gatharia Clinic

“Department of Pharmacology/Pharmacotherapy, Nihon Pharmaceutical University

Abstract

In order to examine the safety of green tea containing F. Velutipes extract in the case of excessive consumption (our
previous study showed that the dose for daily intake of test drink is 350 ml containing 400 mg of F. Velutipes extract), a 350
ml beverage containing 1,200 mg of F. Velutipes extract was given to 24 healthy adults (13 men, 11 women) for 4 weeks. Any
significant clinical change was observed in both physical and clinical examinations. With respect to adverse events, a mild
gastrointestinal symptom which could not be denied the relation with this excessive volume of the test drink was complained
of one volunteer. However, the principle doctor diagnosed that this was a temporary grade 1 level adverse events, and did
not pose a clinical problem. These results indicate that this dosage of the test drink during the period of administration is
unlikely to cause health problems. Furthermore, there was no clinically serious adverse event.  Thus it is safe of consume
green tea containing F. Velutipes exiract at the dosage level and for the period of administration in this study.
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Table 5 Changes in biochemical parameters No.1

Subjects Standard value n 0 week 2 weeks 4 weeks 2 weeks after
WBC (X 10%/uL) 2/[ 33‘5?’99'18 24 5.89+0.29 5.88+0.28 6.18+0.34 6.34%+0.46
RBC (X 10%uL) M: 427570 4.765+0.088 4.739 +0.100 4.755 +0.095 4.775%0.097
F: 3.76-5.00

Hb (g/dL) 2’[ 111335:115726 24 14.39+0.32 14.40 +0.35 14.27+0.33 14.31%0.35
M: 39.8-51.8

Ht (%) F: 33 4.44.5 24 43.36+0.78 43.70 +0.85 42.87+0.79 42.83%0.80

PLT (X 10%uL) 13.0-36.9 24 25.16+1.09 2523+1.29 2577+1.15 24.98+1.03
M: 83-102

MCV (fL) 79100 24 91.1%0.8 92.5%0.8 90.3£0.72 89.9+0.7
M: 28.0-34.6

MCH (pg) F: 263-343 24 30.20+0.34 30.39+0.36 30.00 = 0.35 29.95+0.35
M: 31.6-36.6

0,

MCHC (%) F: 309-36.6 24 33.13%0.18 32.88%0.21 33.20%0.22 33.34%0.24

TP (g/dL) 6.7-8.3 24 7.14£0.05 7.03£0.06 7.10£0.07 6.98 +0.05

ALB (g/dL) 3.8-53 24 4.39+0.04 432%0.04 429+0.04 421%0.05

AST (GOT) (TU/L) 10-40 24 20.7* 1.4 21.1%15 204*1.6 19.7+1.5

ALT (GPT) (IU/L) 5-45 24 24.6*43 252*4.1 24.6+4.7 223+3.6

¥-GTP (IUL) MR 24 336%54 35.1%55 35362 35767

ALP (IU/L) 110-360 24 180.5+11.0 185.4+11.5 188.8+11.5 184.3+10.4

AMY (IU/L) 37-125 24 63.9%5.0 64.5*52 68.0+6.9 60.1+3.9

LDH (IU/L) 115-245 24 156.4+5.0 158.8+5.1 1583+5.4 158.3%5.1

CPK (IU/L) M 50250 24 1233139 109.5%8.0 101.3+8.9 99.7+738
F: 45-210

Mean = SE



