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Comparison of equivalent phytoestrogensin
singleherb and herbal regimen on prevention
of postmenopausal osteoporosis— Isthere
synergistic effect in components of herbal
regimen ?
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Abstract

We have previoudy andyzed the phytoestrogen content in different herbs used
in Chinese medicine. This sudy is designed to compare 4 groups of patients, group 1,
postmenopausal women trested with phytoestrogentcontaining herb; group 2,
posmenopausd  women trested with herba regimen containing equivaent
phytoestrogen as in group 1; group 3, postmenopausal women treated with standard
HRT. Cdcdum supplementation will be given to al 3 groups. The urinary and plasma

- 113-



phytoestrogen levels and sarum biochemicd markers, bone specific-dkdine
phosphatase (B-ALP) and urinary deoxypyridinoline (DPD), will be monitored every
three months BMD, measured by DEXA, and endometrid thickness, detected by
transvagina ultrasound, will be determined prior to the trestment; mammogramwill
aso be examined prior to incluson All patients will be trested and followed for at
least 6 months.

After 6 months ollow-up, we have recruited 33 (73.3%), 30 (56.6%) and 41
(74.5%) casesin Al, A2 and HRT groups, repectively. After treetment with
and , repectively, serum daidzein concentration in patients of A1 and A2
group increase dgnificantly (p < 0.01); genistein concentration aso increase in both
group. Bone formation marker, B-ALP, increases Sgnificantly (p < 0.01) in A2 group
but not in Al, however, the bone resorption marker, DPD, shows no dgnificant
change in both group. HRT results in Sgnificant decreased (p < 0.01) bone resorption
DPD. A increased bone formation is found in both A1 and A2 groups after 6 month
trestment and shows a sgnificant diference with HRT (p < 0.01); the bone resoption
rate is decreased with time in HRT and shows sgnificant difference (p < 0.01) with
Al and A2 group.

Taken together, we have conduded in this pilot sudy: 1. Equa-amount of
phytoestrogens intervent results in the increased serum phytoesrogens levels,
regardiess of herbd regimen or sngle herb, 2. Treatments of herba regimen resultsin
increased bone formation, 3. Herbd interventions may improve bone formation, but
has no sgnificant dfect on bone resorption, 4, The mechanism of herbd regimen
intervention on bone metabolism may be different than that of HRT, 5. Current results
reved that the herba regimen , do improve bone formetion, however the
effect of the heb on BMD, and whether the herb may be effectivdy prevent
osteoporosis need to be further studied.
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Treatment

No. of Cases Al A2 HRT Total
Complete case /Enrolled case 33/45 30/53 41/55 104/153
Drop out (%) 26.7% 43.4% 25.5%  100%
Causes of drop out :
Not regularly taking medications 2 4 2 8
Change mind 7 12 0 19
Vagina bleeding 0 0 7 7
Breast tenderness 0 0 5 5
Climacteric syndromes 2 6 0 8
Others Allergy:1 Colon cancer: 1 0 2
T >-1 -1£T<-25
Al M3<3y 14 6
A1lM >3y 6 7
A2 M<3y 11 6
A2 M >3y 6 7
* BMD T-scores

¥ menopause
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Daidzein

Cases
Daidzein level

Al(n=33) A2(n=30) HRT(n=41) P<0.05

Basdine
3 month

6 month

P<0.05

0.94+0.93 0.85+0.87 1.11+0.68 none
1.19+0.74 1.16+0.88  1.06+0.56 none

P, <0.01
2.11+1.37 1.99+1.50 1.12+0.60 ALART

PA2HRT <0.01

Pba6n<0.01  Phasm<0.01
P3mén<0.01  P3men<0.01

Genistein

Genistein level

|

Al(n=33) A2(n=30) HRT(n=41) P<0.05

Basdline 111+095  1.22+0.86 0.85+0.70  rone
<0.
3 month 1151093  153t097 073+054 ALHRT <00
PA2HRT <0.01
P, <0.01
6 month 136+105  133:071 0704038 A LHRT <00
PA2HRT <001
P<0.05 none none none
B-ALP

Cases

/

B-ALPlevel U/L

Al(n=33) A2(n=30) HRT (n=41) P<0.05

Basdline

3 month

6 month

P<0.05

25104845 24.80+868 1814+9.12 AwRT<00L
Pazrr <0.01
Pa1nrr <0.01
28.98+9.45 26.38+11.10 16.97+7.66 P <0.01
Patqrr <0.01
29.08+10.55 31.08+10.35 15.18+6.44 P <0.01

none Prasm<0.01 none
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DPD/Cr

\\\\\\\\\\\fff Al(n=33) A2(n=30) HRT (n=41) P<005
DPD/CR level
Basdline 6.92+2.36 6.96+2.75  7.09+3.05 none
PA1HRT <0.01
3 month 6.80+2.45 7.49+2.82  4.94+2.09 PASHRT <0.01
PA1HRT <0.01
6 month 6.80+1.99 7.33+2.54  4.33+1.80 PASHRT <0.01
P<0.05 none none Pba3n<0.01 Ppapm<0.01
B-ALP T-score
Baseline B-ALP (U/L) P<0.05
BMD T-score >-1 24.15+7.83 No
BMD T-score<-1& >-2.5 26.50+9.95
Menopause < 3 years 24.95+10.54 No
Menopause > 3 years 25.61+7.56
BMD T-score>-1 23.57+4.81 No
and menopause < 3 years
BMD T-score<-1& >-2.5 26.20+10.33
and menopause > 3 years
DPD/Cr T-score
Baseline DPD/Cr P<0.05
BMD T-score >-1 6.41+1.72 No
BMD T-score<-1& >-2.5 7.55+3.26
Menopause < 3 years 6.90+2.52 No
Menopause > 3 years 6.97+2.69
BMD T-score > -1 and 6.64+1.70 No
menopause < 3 years
BMD T-score<-1& >-2.5and 7.74+2.91

menopause > 3 years
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Dadzan Genistaen

A B-ALPpagm
Pearson Correlation P
A Daidzein pgsm (N=104) 0.498 <0.01
A Genistein pam (N=104) 0.248 <0.05

A DPD/Cr pabm

Pearson Correlation P
A Daidzein pggm (N=104) 0.302 <0.01
A Genistein pagm (N=104) 0.059 0.511

Group Al Group A2 p <0.05

B-ALP at baseline 25.10+8.45 24.80+8.68 no
B-ALP after 6 months 29.08+10.55 31.08+10.35 no
Pbabm < 0.05 No Yes
Percent change in mean of
15.9% 25.3%
B-ALP
A B-ALPpaém 3.98+1.35 6.28+1.60 no
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daidzein  genistein
Daidzein / Genistein /

CV% CV%
4 275.12 9.66 434 38158 131 0.20
5 120.30 091 093 4392 7.69 2.66
6 183.63 594 400 211.72 0.92 0.54
7 343.7 1.00 0.53 208.90 1.15 0.68
8 26.65 0.89 450 59.95 0.85 2.08
9 0 0 0 249.53 2.85 1.66
10 211.31 237 138 140.78 1.05 0.92
11 72.03 0.39 066 312.98 5.98 2.36
12 60.41 218 445 229.71 2.46 1.56
13 619.87 1455 29 72891 1455 290
14 108.09 107 123 24597 5.60 3.31
15 102.23 234 283 190.62 5.17 3.35
16 127.60 236 255 9218 2.15 2.88
17 242.67 9.00 458 15845 3.95 3.08
18 106.51 210 244 194.24 1.18 0.88
19 99.07 3.09 386 103.18 3.30 3.95
20 118.35 406 424 11850 2.70 2.82
21 214.03 442 255 32599 10.30 4.59
22 131.77 406 381 10520 4.63 5.44
23 52.25 142 335 10594 0.76 1.05
24 437.03 9.81 277 211.79 2.84 1.66
25 0 0 0 230.58 457 2.45
26 5252 149 35 7816 1.44 2.27
27 1255 495 488 160.65 3.72 2.86
30 854.94 3024 437 72261 6.53 112
31 148.55 200 166 208.07 3.17 221
35 167.71 418 3.08 875 2.46 3.47
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