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The Role of Leptin on Estradiol and Bone Mass Density of Post-Menopausal Women

Ratsmawan, H.S', Hendarto, H', Darmosoekarto, S, Soetomo, Dr'

'Dept. of Obstetric & Gynecology, Teaching Hospital, Surabaya, Indonesia

Background: Leptin is hormone with diverse range of local and systemic physiological functions produced in adipose tissues and secreted into the
peripheral blood and also correlates well with body weight and adiposity. Estradiol has effects on food intake and body weight that are in the same
direction as leptin. Serum estradiol also has positively correlation to bone density.

Objective: To evaluate whether leptin had role on estradiol and the bone mass density in postmenopausal women.

Methods: Serum leptin and estradiol of 17 non obese postmenopausal women and 17 non-obese nonmenopausal women as a control were evaluated
using ELISA technique. Bone mass density value was evaluated using Dual energy X-ray absorptiometry (DEXA). All women had not taken any hormone,
calcium and coticosteroid medication at least 6 months before the study. They had no established endocrinologic diseases (e.g. Hyperthyroidism,
Cushing's disease, diabetes mellitus) or rheumatologic pathologies (e.g. rheumatoid arthritis, ankylosing spondylitis),

Results: Serum leptin concentration was higher in postmenopausal women (18,41+16,61) compared with nonmenopausal women (9,27+3,01) (p=0.02).
BMD in postmenopausal women was lower (1,00+0,16) than nonmenopausal women (1.13+ 0.12) (p=0.002). The median concentration of estradiol in
postmenopausal women was lower (<20) than menopausal women (27,70) (p=0.0008). There were no significant correlations between leptin and estradiol
concentration ( r=0.241, p = 0.352), and also between leptin concentration and bone mass density in postmenopausal women { r=0.625, p=0.004).

Conclusion: The increase concentration of serum leptin has no correlation on estradiol and bone mass density in postmenopausal women.

Differences Effects of Isoflavone and Placebo in Reducing Hot Flushes Menopausal Women
In Palembang i

Rizani, Amran’, Yusuf, Effendi’, Suhair, Abadi A’
'Obstetrics and Gynaecology Department of Mohammad Hoesin Hospital Medical Faculty of Sriwijaya University.

Background: Hot flushes is the most vasomotor symptoms suffered by most women at age of menopause. Around three quarters of menopausal women
experience symptoms of hot flushes in her life. These symptoms usually appear 1 -2 years before menopause and will continue for six months-untikthe
next five years. Hot flushes in menopausal women will affect the ability to work, disrupt the social life, sleep pattern and daily activities. Effort to reduce
symptoms for menopausal women is by giving hormone therapy; administration of estrogen with or without progestin, or selective estrogen receptor
modulators (SERMs) such as raloxifene and tamoxifen. besides that, hormone therapy should also be done in the long term even for life so that it will
cause the problems in compliance of drug using and higher costs. One of the most widely studied phytoestrogens are isoflavones, a 17 -oestradiol which
are weak estrogens and SERMs natural. Isoflavones are widely used derived from soy isoflavone extract in capsules, tablets and liquids.

Objective: Study aims to know the differences effect of isoflavones and placebo in reducing hot flushes complaints of menopausal women. Overall benefits
of the research is expected Isoflavones to be considered as alternative therapy in managements of menopausal complaints and can improve quality of life
of women during this period with relatively affordable cost.

Design and method: This study is randomized clinical trial to isoflavon 2x40mg group and placebo group during 12 weeks. Was performed from September
2007 until June 2008 at Muhammad Hoesin Hospital Palembang, Dempo Public Health Centre , and Merdeka Public Health Centre Palembang. There were
90 sample in age 45-55 years old that meet the inclusion criteria and participated to this study.

Results: From the results, the mean age of subjects in the isoflavone group for 50,75+2,31 years old and 51,10+2,25 years old in placebo group. The,mean
menopausal age of isoflavone group for 48,12+1. 57 years old and 48.30+1.53 years old in placebo group. The majority of subject had a normal body mass
index (BMI= 18,5-25), as many as 30 subject (75,0%) in isoflavon group and 28 subject (70%) in placebo group. The biggest subject distribution of isoflavon
group is more than 2 parity as many as 29 subject (72,5%), likewise in placebo group 23 subject (67,5%). Overall, subject characteristics of both group
before intervention was found on the entire body of 18 subjects (45,0%) in the isoflavon group and 16 subjects (40%) in placebo group.

Conclusions: Result showed there were significant differences in the effect of isoflavone and placebo in reducing hot flushes complaints of menopausal
women. Frequency of hot flushes decrease significantly in the first two weeks up to two weeks of sixth. The mean frequency of hot flushes at two weeks
of sixth is 9.60+4.18 times in two Weeks (+ once a day) in isoflavone group and 17.98+5.51 times in two weeks («twice a day) in placebo group (P<0.05)

This is also followed by a decrease in the duration and severity of hot flushes in the group of isoflavone. In the two weeks of sixth, the average duration
of hot flushes isoflavone group 2.20+1.01 minutes versus 5.70+3.03 minutes in group placebo and have proven statistically significant. Overall in isoflavone
group, there were 32 subjects with mild degrees of hot flushes and 8 subjects with moderate hot flushes. While in the placebo group, there were 17
subjects with mild degrees of hot flushes and 23 subjects with moderate degrees of hot flushes
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DIFFERENCES EFFECT OF ISOFLAVON AND PLACEBO IN
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menopausal women experiencing hot flashes
during their menopausal period. This
symptom happens 1-2 years before
menopause and continued until 6 months — 5
years later.®’

According to Kronenberg, in 20% of
women, hot flashes will occur until 15 years
after menopause. 8 This symptom will affect
the ability to work, disturbed social life, and
daily activity.

There were several ways to reduce this
symptom, include hormonal therapy,
estrogen therapy with or without progestin
or selective estrogen receptor modulators
(SERMs) such as raloxifene and
tamoxifene.”'’ But this hormone replacing
therapy were also associated with the
increased risk for breast cancer, coronary
heart disease, cerebrovascular disease, and
lung embolism. Another problem in
hormone replacing therapy is that before we
begin the therapy, we have to perform the
screening test, and this therapy needs long
terms follow up. This therapy is should be
given in long term. This therapy is also need
the adherence and high cost therapy. '’

One of the efforts to solve this problem is
to develop the preparat such as natural
estrogen therapy like fitoestrogen. o
One of the fitoestrogen that have been
studied is isoflavon, 17B-oestradiol which is
the week estrogen and natural SERM.
Isoflavon that have been used recently
derived from soya, in the shape of capsul,
tablet, and liquid. 15 Research from Kyung
K, Han and Jose M. Soarces from Brazil in
80 menopausal women with hot flashes
symptom, showed that 100 mg isoflavon
administration will reduce this symptom
significantly (p < 0,01) after 12 weeks.'®
Another research showed a different result,
Kronenberg and Fugh-Berman make a study
to 29 randomized clinical trial about
alternative therapy in menopausal symptom,
showed that there is no consistent prove
about the benefit of alternative therapy

although 6 from 11 randomized control trial
using isoflavon showed changes in hot
flashes symptom and menopausal symptom.8
This study was a meta analysis study which
is different from Kyung K, Han and Jose, so
this study showed a different result.

There differences between this result
makes us interested to performed the clinical
trial on the effect of isoflavon in reducing
hot flashes symptom in menopausal women
in Palembang.

Material and methods

This is a randomized control trial to the
group that was given 2x40 mg isoflavon and
placebo for 12 weeks. All of the participants
were given daily journal about the degree of
hot flashes that were evaluated in 4"‘, 8“’, and
12" weeks. The evaluation of hot flashes
was based on the Hot Flashes Score from
Sloan.
Study population

Study population are the menopausal
women in Palembang that matched the
inclusion criteria. Material of the study are
women in Mohammad Hoesin Hospital,
Merdeka Public Health Service, Dempo
Public Health Service who were matched the
inclusion criteria.
Study Sample

Sample were collected from September
2007. Sample size had 95% confidence
interval, and power test 80%. The result that
was expected 12 weeks after the isoflavon
treatment is 80%. Sample size in this study
were based on the formula:

Pt(1— Pt)+ Pc(1 - Pc)

(Pt—Pc)

X f(u.,ﬂ)

where:
n = number of sample

Pt = proportion that was expected
80%

Pc = placebo proportion 50%



f = coefficient from the table with
a 95%, B 80%is 7.9

o = confident interval 95%
B = power test 80%

_ 08(1-08)+ 0,5(21 -05) 79
(0,8-0,5)

= 35,9 sample 2 36 sampel.

Minimum sample size from each group
were 36 sample, in this study we found 40
sample that participate until the study
finished.

Inclusion criteria

a. Menopausal women who did not had
menstruation in 12 weeks.

b. Hot flashes symptom.

c. FSH serum more than 40 mIU/ml.

d. Agree to participate and sign the informed
consent form.

Exclusion criteria

a. Using the hormonal drug or other therapy
for systemic disease (DM, hypertension,
hormone replacing therapy)

b. History of hysterectomy and or
salphingooforectomy

c. Withdrawl from the study.

tudy variable

Study variable include:
1. Demography characteristics
2. Frequency of hot flashes
3. Duration of hot flashes
4. Degree of hot flashes

Tools and materials

Tools and material in this study consist of:

a. Isoflavon capsule isoflavon 40 mg
(Promeno®)

b. Placebo capsule contained glycerin

c. Dispossible syringe 3 cc

d. Double oxalat tube

e Daily form

Working procedure

Women who were matched the inclusion
criteria, were given the number based on the
alphabet. Performed the simple
randomization using the numbered random
table, then we performed the anamnese to
the responden. If the responden agree to
participate in the study then they sign the
informed consent.

After that we check the FSH serum by
collecting 5 cc of blood sample from vein.
Then the blood samples were collect in the
tube and given the label name and send to
the Prodia Laboratory in Palembang. Then
the respondents were given the information
about how to fill the questioner for daily
forms that were given to the respondent. The
respondents will be given the placebo or
isoflavon for 4 weeks and every day they
took the medication at 07.00 AM and 07.00
PM. And the medication was continued for
the next 8 weeks.

The capsule usage was controlled by
called the respondents, visited the
respondents house, and confirmed at the
second and third week of capsule
administration. During the confirmation, we
performed the evaluation of daily journal,
and the respondents were remain about the
procedure of the medication and to fill the
daily journal every day.

Evaluation of the side effects and the
problems that were happened during the
study, such as if the respondents were sick,
the usage of other medication and antibiotic
during the study should be written in special
card and should be reported to the researcher
for further evaluation.
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Statistical Analyses

Study data were collected in a form that
were analyse using the softwere SPSS
version 11 Windows. Statistical analysis
were conducted using the Mann-Whitney
test for both group, and we performed the
Wilcoxon test to analyse the differences of
median data for isoflavon group in the
observation 0 (P0), 4™ weeks (P1), 8™ weeks
(P2), and 12" weeks (P3). The significancy
was based on the p value < 0,05.

Results

Subjects Characteristics

The mean age for isoflavon subjects were
50,75 + 2,31 years, in placebo group 51,10 +
2,25 years. The subjects were mostly in the
age of 51-55 years that were consist of 23
isoflavon subjects (57,5%), and 27 subjects
(67,5%) in placebo group. The educational
degree in most of the subjects were
university/ diploma 20 subjects (50,0%), and
23 subjects (57,5%) in placebo group. 5
isoflavon subjects were elementary school

(12,5%), and 4 placebo group. Both the
majority of group sample were a working
women, which is consist of 23 subjects
(57,5%) and 27 subjects (67,5%).

Most of the subjects in isoflavon group
(30 subjects/ 75,0%) had the body mass
index (BMI) 18,5 — 25 (normal), and 28
subjects (70,0%) in the placebo group. Only
4 subjects (10,0%) in isoflavon group and 1
subjects (2,5%) in placebo group had BMI <
18,5. There are 6 subjects (13,4%) in
isoflavon group and 11 subjects (27,5%) in
placebo group had the BMI > 25.

Most of the isoflavon subjects had 3
parity (18 subjects/45,0%), and in placebo
group most of the subjects had 2 parity (13
subjects/ 32,5%). In isoflavon group there
are 1 subject (2,5%) that had 7 parity, and 2
subjects (5,0%) in placebo group. The
characteristics of the subjects are shows in
table 4.
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Table 4. Distribution of the subjects based
on the age, education, BMI, parity.

Table 5. Comparison analysis of subjects’
age

Age Isoflavon Plasebo
(year)  p % n %
45-50 17 42,5 13 32,5
51-55. =23 57.5 27 67,5
Total 40 100,0 40 100,0

x” test; p=0,356

The education of the subjects were
divided into low education (below senior
high) and high educatlon (above senior
high). The analysis using x” test shows that
there are no significant differences between
both group (p=0.501). Result from this
analysis is shows in Table 6.

Table 6. Comparison analysis of the
subject’s education

Isoflavon Plasebo
Education
n % n %
< High
School 20 50,0 17 42,5
> High
Siknot 20 50,0 23 57.5
Total 40 100,0 40 100,0

Isoflavon Placebo
Characteristics
n % n %

Age (years)

45-50 17 42,5 13 325

51-55 23 57.5 27 67,5
Education

Elementary 5 125 4 10,0

Junior High 6 15,0 6 15,0

Senior High 9 225 7 155

Diploma/

Cndoate 20 50,0 23 51.5
Occupation

Housewife 17 425 13 32,5

Pedagang 1 5,0 4 10,0

Trader 1 5,0 - -

Private - - 1 25

Gyl 9 225 9 225

Servant

Midwife 10 25,0 13 32,5

Nurse 2 5,0 - -
Body Mass
Index (BMI)

< 18,5 4 10,0 1 25

18,5-25 30 75.0 28 70,0

> 25 6 15,0 11 27,5
Parity

2 11 27,5 13 32,5

3 18 45,0 T 17,5

4 10,0 4 10,0

5 3 715 10 25,0

6 75 4 10,0

/4 2,5 2 5,0
Total 40 100,0 40 100,0

Comparison Analysis
Subjects General Characteristis

Analysis of the subject characteristics is
to find the homogeneity in both group.
According to the age we found the analysis
result using the x*, there are no significant
differences between both group (p=0.356).
The result of this analysis is shows in
Table 5

X’ test; p=0,501

The occupation of the subjects in both
group were divided into house wife and
working women. From the analysis using X,
there are no significant differences between
both group (p=0,356), shows in table 7.
Table 7. Comparison analysis of subjects
occupation

Isoflavon Plasebo
Occupation
n % n %
Housewife 17, 42,5 13 3235
Working 23 575 27 67,5
Total 40 o 100,0
x” test; p=0,356



There are no significant differences in
body mass index in both group (p=0.188),
shows in table 8.

Table 8. Comparison analysis for BMI

Isoflavon Placebo
BMI
n % n %
< 18.5 4 10,0 1 2.3
18,5-25 30 75,0 28 70,0
> 25 6 15,0 11 2785
Total 40 100,0 40 100,0

31,5+15,53 months and 33,6+16,3 months in
placebo group.

Overall using the t test, we found there
are no significant differences in menarche
age, menopause age, menstrual duration, non
menstrual period between both group.
(p>0.05). The analysis result for the
menstruation history shown in table 10.

Table 10. Comparison analysis for
menstruation history

X" test; p=0.188

Comparison of the parity based on
percentile 50, the subjects were divided into
two group, which is parity less than 2 and
parity more than 2. The Pearson X? test,
shows there is no significant differences
between both group (p=0.626). The analysis
results shows in table 9.

Table 9. Comparison analysis for the parity

: Isoflavon Placebo p
Varidble © st SD)  (memm: SD)

Menarche age 13,03+ 1,34 1288+ 145 0,634
(year)
Menopause age
(year)
Menstruation 5,08 + 1,24 530+ 1,20 0,414
duration (day)

Non menstrual 315+ 1553 33,6+ 163 0,558
duration
(month)

48,12+ 1,57 4830+ 1,53 0,616

Parity Isoflavon Plasebo
(number of

child) n % n %
<2 11 275 13 325
>2 29 12,5 27 67,5
Total 40 100,0 40 100,0

X test; p=0,626

Menstrual characteristics analysis

In this study we performed the analysis
for the menstrual history, consist of
menarche, menopause, menstrual duration in
one cycle, and the duration when the patient
stop menstrual. We found the mean
menarche age 13,03+1,34 years in isoflavon
group, and 12,88+1,45 years in placebo
group. Mean menopause age for isoflavon
group 48,12+1,57 years, and 48,30+1,53
years in placebo group. Mean menstrual
duration in isoflavon group 5,08+1,24 days,
and 5,30+1,20 in placebo group. The mean
duration for non menstrual period was

t test ; SD: standard deviation

Analysis of the history and location of hot
flashes
1. Duration of hot flashes

The duration of hot flashes before the
treatment were divided into two group, < 2
years, and > 2 years. Most of the subjects
felt the hot flashes for more than two years,
22 subject in isoflavon group (55%) dan 23
subject (57,5%) in placebo group. The
proportion of the hot flashes duration, shown
in table 11.

Table 11. Comparison analysis of hot flashes

Hot flashes Isoflavon Placebo
duration
(year) n % n %
; 18 45,0 17 425
>
) 22 55,0 23 57,5

Total 40 100,0 40 100,0
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duration

x* test; p=0,822

It was statistically proven using the x>

test that there are no differences in hot
flashes duration between both group

(p=0.822).

2. Location of hot flashes

Characteristics of hot flashes location in
this study divided into three groups in the
face, neck, and the whole body. Before the
intervention the location of hot flashes
mostly in the whole body, 18 subjects
(45,0%) in isoflavon group and 16 subjects
(40%) in placebo group. Location of hot
flashes for both group shown in table 12.

Table 12. Comparison analysis for hot
flashes location

16,10+5,59 times in two weeks or + 2 times
daily in placebo group.

In the first two weeks after the
intervention there are decreasing of the hot
flashes intervention in isoflavon group
16,05+5,18 times in two weeks or + 1,5
times daily, and in placebo group there are
increasing of frequency become 20,60+6,25
times in two weeks, or + 2 times daily.
Frequency of hot flashes shows in table 13.
Table 13. Frequency of hot flashes

Hot flashes p
frequency per Isoflavon Placebo

2 weeks (14 (mean + SD) (mean + SD)

days)

2 weeks 1812+ 5,92 16,10 +5,59 0,120
before

I 2 weeks 16,05+ 5,18 20,60+ 6,25 0,001
I 2 weeks 1500+ 5,09 2143+ 6,07 0,0001
I1I 2 weeks 1348+ 5,08 2088+ 6,10 0,0001
IV 2 weeks 1,50+ 4,70 18,63+ 5,95 0,0001
V 2 weeks 9,75+ 4,63 18,55+ 5,96 0,0001
VI 2 weeks 9,60+ 4,18 17,98 + 5,51 0,0001

Hot flashes Isoflavon Placebo

location a % & %

Face 9 225 10 23.8

Neck 13 32,5 14 33,8

Whole body 18 45,0 16 424

Total 40 100,0 40 (1)00,
x” test; p=0,902.

Using x” test, there are no differences in
hot flashes location in both group (p=0.902).

The effect of isoflavon and placebo in
reducing the hot flashes in menopausal
women
1. Hot flashes frequency

The evaluation for the frequency of hot
flashes was based on Hot Flashes Score from
Sloan, and evaluate for two weeks. Mean hot
flashes frequency before the intervention in
isoflavon group were 18,92+5,92 times in
two weeks or + 2 times daily, and

t test ; SD = standard deviation

Within 2 weeks before the intervention
we performed the t test, and we found there
is no significant differences in hot flashes
frequency between both group (p=0.120).
Within the first two weeks until the sixth
two weeks after the intervention, we found
significant differences in hot flashes
frequency between two groups (p<0.05).

The distribution of hot flashes frequency
in this study shown in table 6. At the
beginning of the study we found the
frequency of hot flashes is higher in
isoflavon group compared with placebo
group. In the first two weeks there are
decreasing of hot flashes frequency in
isoflavon group, and increased in placebo
group. In the second two weeks after the
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intervention, there decreasing in hot flashes
frequency in isoflavon group, but remains
still in placebo group.

Hot flashes frequency in placebo
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Figure 6. Frequency of hot flashes

2. Hot flashes duration

From this study we found the mean hot
flashes duration before the intervention is
5,1343,45 minutes in isoflavon group, and
5284322 minutes in placebo group.
Duration of hot flashes in the first two weeks
after the intervention, mean duration of hot
flashes in isoflavon group is shorter
3,63+2,57 minutes, and 5,08+2,28 minutes
in placebo group.

In the next two weeks, the duration in
isoflavon group is shorter than the placebo
group. Mean duration within the sixth two
weeks is 2,20+1,01 minutes in isoflavon
group and 5,70+3,01 minutes in placebo

group.
There are no significant differences in the
duration of hot flashes before the

intervention between both group, but in the
first two weeks untik the sixth two weeks we
found the significant t test (p<0.05).
Duration of hot flashes shown in table 14.

Table 14. Analysis of hot flashes duration

Duration of hot Isoflavon (Pr::::?:i p

flashes (minute) (mean = SD) SD)
0 2 weeks 5,13£3.45 5,28+3,22 0,842
12 weeks 3,63+2,57 5,08+2,28 0,005
I1 2 weeks 3,88+2,35 5,35+2.40 0,007
I1I 2 weeks 3,28+1,58 6,3543,22 0,0001
IV 2 weeks 2,83+1,76 5.80+3.09 0,0001
V 2 weeks 2,63+1,59 6,15+3,10 0,0001
VI 2 weeks 2,20+1,01 5,70+3,01 0,0001

t test ; SD = standard deviation

Distribution of hot flashes duration in
both group shown in figure 7. At the
beginning of the study, the hot flashes
duration in isoflavon group is lower than
placebo group, but not statistically
significant (p=0.842). In the first two weeks
after the intervention, there are decreasing of
hot flashes duration in isoflavon group, but
not stable in placebo group. Within the next
weeks we found there is decreasing of hot
flashes in isoflavon group and increased in
placebo group.
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Figure 7. Duration of hot flashes

3. Hot flashes level

The evaluation of hot flashes in this
study was based on the Hot Flashes Score
from Sloan, and were divided into 4
category, consist of mild (1-14), moderate
(15-28), severe (29-42), very heavy (43-56),
shown in table 3. Table 15 shows the effect
of the administration of isoflavon in
reducing the hot flashes in menopausal
women. Within two weeks before the
administration of isoflavon and placebo, we
found 17 subjects (42,5%) from isoflavon
subjects with mild hot flashes, and 23
subjects (57,5%) with moderate hot flashes,
mean while in placebo group we found 14
subject (35.0%) with mild hot flashes, and
26 subjects (65.0%) with moderate hot
flashes.

In the first two weeks, in isoflavon group
we found one subject that having changes in
the level of hot flashes from moderate
become mild, and in placebo group we
found 5 subject from mild hot flashes
become moderate. Overall there are 18
subjects (45%) with mild hot flashes and 22
subjects (55%) with moderate hot flashes.
In placebo group, there are 9 subjects
(22.5%) with mild hot flashes and 31
subjects (77.5%) with moderate hot flashes.
Within two weeks after the administration,
there are additional 2 subjects with moderate
hot flashes become mild hot flashes, but
remain the same in the placebo group.

In the third two weeks, the number of
subjects in the isoflavon group, 8 subjects
from moderate hot flashes become mild hot
flashes, and in placebo group there are two
subjects from moderate hot flashes become
mild hot flashes. Overall, there are 25
subjects (62,5%) with mild hot flashes, and
15 subjects (37,5%) with moderate hot
flashes in isoflavon group. But in placebo
group there are 11 subjects (27,5%) with
mild hot flashes and 29 subjects (72,5%)
with moderate hot flashes.

It shows the same result in the fifth two
weeks, there are decreasing in the subject
with mild hot flashes in isoflavon group. In
the fitth two weeks, in the isoflavon group
there are 31 subjects (77,5%) with mild hot
flashes, and 9 subjects (22,5%) with
moderate hot flashes. But in placebo group,
there are 15 subjects (37,5%) with mild hot
flashes, and 25 subjects (62,5%) with
moderate hot flashes.

From the beginning until the end of the
study, in isoflavon group there are 15
subjects with moderate hot flashes become
mild hot flashes, and in placebo group there
are 3 subjects with moderate hot flashes
become mild hot flashes. Overall in
isoflavon group there are 32 subjects
(80.0%) with mild hot flashes, and 8 subjects
(20%) with moderate hot flashes. And in



placebo group, there are 17 subjects (42,5%)
with mild hot flashes and 23 subjects
(57,5%) with moderate hot flashes.

The result of the statistic analysis using t
test shows, at two weeks before intervension
there are no significant differences in the
level of hot flashes between two group
(p=0.001). Mean while at the first two weeks
until the sixth two weeks, we found
significant differences between two group
(p<0,05). Level of hot flashes shown in
Table 15.

Table 15. Level of hot flashes

Level of hot Isoflavon Plasebo

*

flashes n % n % p

2 week 0
Mild 17 42,5 14 35,0 0,491
Moderate 23 57,5 26 65,0

2 week 1
Mild 18 45,0 9 22,5 0,033
Moderate 22 55.0 31 1.5

2 week 11
Mild 20 50,0 9 22,5 0,011
Moderate 20 50,0 31 71,5

2 week II1
Mild 25 62,5 11 21,5 0,002
Moderate 15 37,5 29 72,5

2 week IV
Mild 28 70,0 11 27,5 0,000
Moderate 12 30,0 29 .5

2 week V
Mild 31 71,5 15 37.5 0,000
Moderate 9 22,5 25 62,5

2 week VI
Mild 32 80,0 17 42,5 0,001
Moderate 8 20,0 23 57,5

Total 40 100,0 40 100,0

* x% test
Conclusion

Mean age of the subjects was 50,75 *
2,31 years in isoflavon and 51,10 + 225
years in placebo group. Mean menopause
age was 48,12+1,57 years in isoflavon and
48,30+1,53 years in placebo group. BMI in
most subjects (30 subjects/ 75.0%) was
18,5-25 (normal), and 28 subjects (70.0%)
in placebo group. Most of the isoflavon
subjects had 2 parity, which is 29 subjects
(72.5%), and in placebo group was 27

subjects (67.5%). Overall, there are no
significant differences in the subjects
characteristics between two groups (p>0.05).
The location of hot flashes between
intervention mostly in the whole body, and
we found it in 18 isoflavon subjects (45.0%)
and 16 placebo subjects (40%).

Results of this study show that there are
significant differences for the effect of
isoflavon and placebo in reducing the hot
flashes in menopausal women. There are
significant decreasing in the first two weeks
until the sixth two weeks. Mean frequency in
the sixth two weeks was 9,60 +4,18 times in

two weeks or £ 1 time daily in the
isoflavon group, and 17,98 +5,51 times in
two weeks or + 2 times daily in placebo
group (p<0,05). This is followed by the
decreasing of the hot flashes duration in
isoflavon group. In the sixth two weeks,
the mean duration of hot flashes in
isoflavon group was 2,20+1,01 minutes,
and 5,70+3,01 minutes in placebo group,
and statistically significant (p<0.05).
Overall in isoflavon group there are 32
subjects (80.0%) with mild hot flashes and
8 subjects (20%) with moderate hot
flashes. Mean while in placebo group there
are 17 subjects (42.5%) with mild hot
flashes and 23 subjects (57.5%) with
moderate hot flashes.
The conclusion of this study is that, the
administrasion of isoflavon could reduce
the hot flashes, and this could be an

alternative in symptomatic therapy in
menopausal women.
Recommendation

Isoflavon administrations were

considered as the alternative therapy for the
treatment of hot flashes in menopausal
women, in order to increased the quality of
life with the low cost therapy.
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