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Table 1. Test food nutritional constituents
(Administration amount per day: per 3 capsules).

Auraptene Auraptene

10 mg/day 20 mg/day
Energy 8.9 kcal 8.9 kcal
Protein 03g 03¢g
Lipid 0.8¢g 0.8¢g
Carbohydrate 0.1g 0.1g
Sodium 0.002 g 0.002 g
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[ Enroliment ] Assessed for eligibility (n=39)

Excluded (n=25)

+ Not meeting inclusion criteria (n= 22 )
+ Declined to participate (n=2)

+ Other reasons (n=1)

Randomized (n= 14 )

[ Allocation ] v

Allocated to 10 mg/day group (n=7) Allocated to 20mg/day group (n=7)

- Received allocated intervention (n=7) - Received allocated intervention (n=7)

- Did not receive allocated intervention (n=0) - Did not receive allocated intervention (n=0)
[ Follow-Up ] v

Lost to follow-up (n=0) Lost to follow-up (n=0)

Discontinued intervention (n=0) Discontinued intervention (n=0)

l [ Analysis |

J
Analysed (n=7) Analysed (n=7)
+ Excluded from analysis (n=0) + Excluded from analysis (n=0)

Fig. 2. Tracking flow diagram for trial participants.

Table 2. Baseline demographic and clinical characteristics.

Unit Auraptene 10 mg/day Auraptene 20 mg/day p-value (t-test)

2;1‘:: i 7(7:0) 7(7:0) -

Age years of age 534 £ 73 53.1 £ 8.1 p=0.94
Height cm 169.3 + 6.0 168.0 = 6.3 p=20.70
Weight kg 733 £ 7.0 72.6 = 5.0 p=20.83
BMI kg/m? 255 £ 1.6 257 £ 1.5 p=0.82
LDL cholesterol mg/dL 147.3 £ 275 148.0 £ 27.5 p=0.97
Total cholesterol mg/dL 233.7 £ 34.7 233.7 + 38.9 p=0.83
Triglycerides mg/dL 147.0 £ 20.7 143.7 £ 51.5 p=0.88
Insulin pU/mL 132 + 44 8.3 + 2.7 p=0.027*%
HOMA-IR 3.26 £ 1.09 2.01 £ 0.76 p=0.028*

*There were coincidental inter-group differences. Measured value: mean + standard deviation. BMI, body mass index; HOMA-IR, Homeostatic Model
Assessment for Insulin Resistance.
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Table 3. Primary and secondary endpoints.

Parameter
Primary Endpoints

Total adiponectin

High molecular
adiponectin

High molecular weight /
total adiponectin ratio

Secondary endpoints

LDL cholesterol

HDL cholesterol

Total cholesterol

Non-HDL cholesterol

Lipid
metabolism
L/H ratio
Arteriosclerotic index
Triglycerides
Free fatty acids
Fasting glucose
Hemoglobin Alc (JDS)
Glucose
metabolism

Insulin (IRT)

HOMA-IR

Unit

ug/mL

ug/mL

mg/dL

mg/dL

mg/dL

mg/dL

mg/dL

mEq/L

mg/dL

%

pU/mL

Reference
range

70-139

40-77

130-219

<170

<2.5

<2.5

40-149

0.10-0.90

70-109

4.3-5.8

1.7-11.8

<2.5

Group
(/day)

10 mg
20 mg
10 mg
20 mg
10 mg
20 mg

10 mg
20 mg
10 mg
20 mg
10 mg
20 mg
10 mg
20 mg
10 mg
20 mg
10 mg
20 mg
10 mg
20 mg
10 mg
20 mg
10 mg
20 mg
10 mg
20 mg
10 mg
20 mg
10 mg
20 mg

909 9 9 9w

ow
8.86 + 3.55
7.01 £ 2.61
276 = 1.57
1.99 £ 1.03
0.277 £ 0.102
0.272 £ 0.051
1473 = 27.5
148.0 = 27.5
57.0 £ 10.9
570 = 12.3
233.7 = 34.7
233.7 + 38.9
176.7 = 29.0
176.7 = 29.4
2.63 £ 0.50
2.64 £ 045
3.16 £ 0.59
3.16 £ 0.52
147.0 £ 20.7
1437 £ 51.5
0.801 + 0.222
1.050 + 0.362
100.9 £ 9.7
974 =723
5.07 £ 0.20
486 = 0.22
132 = 4.4
83 £ 2.7
3.26 £ 1.09
2.01 £0.76

1441
149.2
55.6
533
226.1
230.7
170.6
177.4
2.62
2.86
3.13
3.42
132.3
141.3
0.803
0.869
99.0
99.1
5.13
4.86
11.7
7.6
2.87
1.87

All male. Measured value: mean + standard deviation. No significant differences were observed in inter- group comparison
with pre-ingestion (1-sample t-test with Bonferroni correction). L/H ratio, LDL cholesterol / HDL cholesterol ratio; JDS, The Japan Diabetes Society;
HOMA-IR, Homeostatic Model Assessment for Insulin Resistance.
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+ 27.6
+ 18.2
+11.3
+ 8.9

+ 36.0
+ 254
+ 29.0
+ 244
+ 0.38
+ 0.54
+ (.58
+ 0.73
+ 63.1

+ 64.4
+ 0.181
+ 0.265
+ 10.9
=59

+ 0.32
+ 0.31

+33

+ 1.8

+ 0.96
+ 0.47

#p<0.051p<0.1:

12W

8.53
6.99
2.71
2.03
0.289
0.272

135.1
133.9
53.4
54.4
218.3
221.1
164.9
166.7
2.57
2.52
3.14
3.14
148.7
163.9
0.874
1.003
100.4
97.4
5.10
4.83
9.8
6.9
2.44
1.66

+ 3.46
+ 2.69
+ 1.57
+ 1.31
+ 0.091
+ 0.057

+ 234
+ 26.1
+947#
+ 9.6
+ 2847
+ 249
+ 2407
+21.8
+ 0.52
+0.59
+ 0.56
£ 0.62
+72.9
* 84.6
+ 0.299
*0.322
+11.0
+ 8.5
+ 0.31
+ 0.22
+37#
+ 2.5
+0.98%
+ 0.61

Comparison
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10 mg group (n=7) 20 mg group (n=7)

Fig.3. Changes in total cholesterol and non-HDL cholesterol.

Measured value: mean + standard error of the mean. Analysis: 1-sample t-test with Bonferroni correction (intra-group) and 2-sample

t-test (inter-group).

20 -
p = 0.022
5 15 -
E I
]
2 T
o 10 [
= 1
£ o 1
35
7))
£ 5
0 1 ]

10 mg group (n =7) 20 mg group (n=7)

Fig. 4. Changes in insulin (IRI) and HOMA-IR.

5 - 0 0 weeks
6 weeks

p=0.016
O 12 weeks

4-11—\

- I

HOMA-IR
w

10mggroup (n=7) 20 mg group (n=7)

Measured value: mean + standard error of the mean. Analysis: 1-sample t-test with Bonferroni correction (intra-group) and 2-sample
t-test (inter-group). HOMA-IR, homeostatic model assessment for insulin resistance.
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