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ABSTRACT

The health benefits of soybean isoflavones gather recently much concern. While soy
isoflavone is recognized as phytoestrogen that may affect bone metabolism, there
were few clinical experiments reported. We examined preliminary clinical trial
(Experiment 1) by 5 postmenopausal women who were outpatients of Kato Clinic in
Komae, Japan. Each subject was given detailed informed consent, and agreed
experimental protocol. Bone density, osteocalcin and bone-type alkaline phosphatase
were measured 3 times (at start, 6 months and 1 year) with ingestion of 10 Isofla
tablets/day that contained 10 mg soy isoflavone in total. As a result, bone density
was maintained and osteocalcin and bone-type alkaline phosphatase were increased
significantly. Other blood profiles were not changed but some improvement in
motion was observed. In experiment 2, 20 Chinese outpatients in Beijing, China who
were diagnosed as osteoporosis, and did not take any osteoporosis curative medicine
such as calcareous preparation participated in this experiment. They were divided
into two groups that matched age and gender, then were administered 10
tablets/day, which contained 2 mg isoflavone /tablet or placebo tablet. After 6-month
ingestion, lumber spinal bone density was increased in Isofla group (initial, 1.011+
0.069 ; 6 month, 1.040%+0.068 ; change=3.07%), while slightly decreased in placebo
group (initial, 1.074 +0.081 ; 6 month, 1.056+0.082 ; change=—1.69%), although it had
no significance. Plasma Ca and P were not changed from initial values and only
alkaline phosphatase tended to increase in Isofla group. These data obtained from
just 6 months to 1-year ingestion suggested that soy isoflavone might improve bone
maintenance. To confirm these data, long-term follow-up is necessary. Soy Protein
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Table 1. Change of bone metabolic markers and
metacarpal bone density (BMD) in experiment 1

Sample  Osteocalcin (ng/mL) ALP (U/L) BMD (g/cm?)
at Start 3.24+0.59 21.68+1.73 2.584+0.119
6 month 5341041 % 30.10+3.26% 2.638+0.121
1 year 6.06+0.77 * 31.88+2.58% 2.602+0.123

Values are the mean =SE (n=5), % P<0.05 in
comparison with start values.

Table 2. Change of lamber spinal bone mineral density
(BMD) in expriment 2

Sample  BMD-pre (g/cm?) BMD-after (g/cm?) Difference % change
Isofla 1.011£0.069 1.040+0.068 0.029 3.07
Placebo  1.072£0.080 1.0560.082 —0016  —1.69

Values are the mean =SE (n=10).

Table 3. Change of blood Ca, P, and ALP in Experiment 2

Sample  Ca(mg/100mL) P(mg/100mL) ALP(IU/L)
Isofla 0.00£0.02 0.01£0.01 3.10+1.07
Placebo —0.05+0.03 0.01£0.02 —1.90+0.95

Values are the mean =SE (n=10).
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