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Effect of Combined Herbal Capsule Menohelp on Hot
Flashes and Night Sweats in Postmenopausal Women:
A Single-Blind Randomized Controlled Trial
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Objectives: Hot flashes and night sweats are the most common and annoying consequences of menopause. The present study aimed to
investigate the effect of a combined herbal capsule (black cohosh, soy, potato, chaste tree, and burdock) on hot flashes and night sweats
in postmenopausal women.

Methods: The present study was a randomized clinical trial conducted on postmenopausal women who were referred to Hamadan
health centers in 2018—-2019. The patients were distributed randomly in two groups of 85 individuals using the permuted block
technique. The intervention group received the Menohelp capsule 550 mg twice daily for eight weeks and those in the control group
received placebo. Data was obtained using a demographic questionnaire and a night sweat checklist one week before and eight weeks
after the intervention. Data analysis was done using Stata 13.

Results: Data analysis revealed that means of hot flashes duration, frequency and intensity did not significantly decrease in the
postintervention phase as compared to the pre-intervention phase in both the groups (P > 0.05). Comparative analyses of frequency and
intensity of night sweats in the two groups revealed that both variables decreased after intervention with the Menohelp capsule (P < 0.05).
Conclusions: This study revealed that combined herbal medicine (Menohelp) was effective in reducing the frequency and intensity of
night sweats. Therefore, it can be used to reduce night sweats in postmenopausal women.
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INTRODUCTION

Menopause is a stage of development in women all of
whom experience it at older age; and this phenomenon
causes vast changes in women. Menopause, which
means the permanent cessation of menstruation occurs
at age 51 on average [1]. Every year, 25 million women
enter the menopause stage worldwide, and a third
of them experience severe symptoms of menopause.
Menopausal symptoms include vasomotor symptoms
(sweating and hot flashes), decreased physical and
mental functioning (fatigue, depression, decreased

libido, cardiovascular diseases, and joint and bone dis-
orders), genitourinary symptoms (vaginal dryness and
urinary incontinence). Hot flashes and sweating are
common symptoms of this period, and more than 88%
of women experience them during the menopause [2].
Hot flash is a description of the sudden onset of redness
of head, neck and chest skin, which is accompanied by
a feeling of intense heat in the body, and sometimes
ends in severe sweating. The symptoms are more severe
at night causing the night sweats and impaired sleep [3].

The main treatment of hot flashes is the replacement
of hormone with estrogen and progesterone in mini-
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mum doses and time [4]. Some side effects of hormone
replacement therapy are as follows: increased risk
of breast cancer, increased risk of thrombophlebitis,
increased blood pressure, vaginal bleeding, and gall-
bladder diseases, leading to the replacement of non-
hormonal treatments by such therapy [5]. Among the
alternative medicines, herbs, and among them, the
plants with estrogen, are more appropriate therapies
[6]. One of these herbal remedies is Menohelp herbal
compound which has phytoestrogenic properties. This
plant product contains ingredients such as extract of
black cohosh (Actaea racemosa L.), burdock (Arctium
lappa L.), chaste tree (Vitex agnus-castus), potato (Di-
oscorea villosa), and soy (Glycine max) that are used to
improve symptoms of hot flashes and night sweats in
postmenopausal women. One of the ingredients used in
the Menohelp is black cohosh. Studies have shown that
black cohosh extract, called BNO 1055, prevents the
spread of osteoporosis. This extract reduces the main
symptoms of menopause in postmenopausal women,
similar to estrogen conjugation, and significantly more
than placebo [7]. Effective compounds in Menohelp
are likely to mimic the nature of neurotransmitters due
to their dopaminergic, noradrenergic, serotonergic and
GABAergic effects [8]. And this herbal composition in-
cludes chlorogenic acid, diosgenin, and agnosid. These
evidence strengthen the role of this herbal drug as an
alternative for the hormone replacement therapy [9].

Given the high prevalence of hot flashes and the
importance of its suitable treatment and the lack of
sufficient research in this area, the researcher sought
to investigate the effect of Menohelp herbal drug on
hot flashes and night sweats as a surrogate for current
chemical drugs.

MATERIALS AND METHODS

The present study was a randomized clinical trial
conducted in health centers of Hamadan during a
year from May 22, 2018 to May 22, 2019. The values
required to determine the sample size were calculated
using a study by Sadeghi et al. [10] according to the fol-
lowing formula.

2 2 2
(o, +O_2)(2171+Zl—,6)
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n =

The test reliability was 95%, test power was 90%, and
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amount of loss was 20%. The minimum sample size
required in each group was then determined to be 85
samples (a total of 170 samples for both groups).

Inclusion criteria: At least a year after the last men-
struation; no acute and chronic diseases approved
by the physician; not taking any herbal drugs since 3
months before the intervention; no allergy to herbal
medicine; and having or a history of breast or genital
cancers.

Exclusion criteria: Having acute and chronic diseases
during the study; improper use of drugs during the
study investigates by the researcher by weekly telephone
follow-up. Hamadan was geographically divided into
4 districts after obtaining permission from Hamadan
Health Center and the Research Ethics Committee (IR.
UMSHA.REC.1396.822) and conducting the necessary
coordination. Two health centers were randomly select-
ed from each of north, south, east and west districts us-
ing the draws; and 8 health centers were selected. Then,
the menopausal list of these centers was obtained, and
allocation sequences were determined using 4th ran-
domized blocking (Fig. 1). The sequences of individu-
als were assigned to two groups of 85 people (Meno-
help, placebo). It should be noted that each participant
was then given a closed packet based on the sequence
containing either Menohelp or placebo. After describ-
ing the mentioned aims and the proposed method for
women that included the inclusion criteria, they were
asked to participate in the written consent study.

Eligible individuals who were willing to participate in
the study were invited to participate in the study and
visit the health center on a specific day and time. The
present study was single-blind, performed by the re-
searcher who gave the medication to women and was
not aware of types of medication. The demographic
questionnaire was researcher-made; and the researcher
completed the hot flashes and night sweats question-
naire. Wiklund Vasomotor Symptom Subscale score
was used to measure hot flashes and night sweats. It
check duration, intensity and frequency of hot flashes
and night sweats. And it was a tool developed by the U.S.
Food and Drug Administration, and was frequently
used by Newton et al. [11] and Nahidi et al. [12] in dif-
ferent studies. The reliability of this checklist was con-
firmed in previous studies. For each hot flash, a sign
is recorded in the special column. The intensity of hot
flashes is classified into three degrees: 1, mild (sense of
heat without sweating); 2, moderate (sense of heat with
sweating); and 3, severe (sense of heat with sweating
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Fig. 1. The process of selecting

Analyzed (n = 85)
samples.

and intervention with normal activities). Women chose
a column, depending on the status quo. Duration of
hot flashes were less than 30 seconds, 30-60 seconds,
1-3 minutes, 3-5 minutes, and more than 5 minutes
and they were evaluated and recorded in quantity. And
on this scale, the intensity of night sweats was classified
into three degrees of mild (it did not wake you up, but
when you wake up for another reason you found your
clothes or bed were wet), moderate (it woke you up, but
not enough to do anything), severe (it woke you up and
you took measure to solve it). The form was given to
the volunteers to complete in case of night sweats in the
morning and after night sleep. Women were asked to
complete the checklist form a week before the interven-
tion. The participants were treated with medication for
8 weeks. The intervention was as the consumption of
the Menohelp capsule (550 mg) twice daily. This drug
has been developed and manufactured by Barij Essence
Pharmaceutical Co. (Kashan, Iran). Forty milligrams of
total phenolic content (TPC) in terms of daidzein and
at least 3 mg of diosgenin were available in each Meno-
help capsule. The placebo capsule was made by the
Faculty of Pharmacy and similar to the Menohelp that
was given to eligible participants twice daily. Correct
drug use was monitored weekly by phone. In addition,
the researcher’s phone number was given to samples
in order to be contacted with the researcher. The com-
parative results were statistically analyzed at the end of
8 weeks.

Independent t test was used to compare quantitative

and demographic variables with normal distribution;
and Mann-Whitney test was used to compare quan-
titative variables with abnormal distribution. The chi-
square and the Fishers exact tests were also used to
compare the categorized variables in groups. Analysis
of data relating to the main outcome of the study was
performed by the ANOVA/ANCOVA; and the back-
transformation was utilized to report averages. The
Stata 13 was used to analyze research data (StataCorp
LLGC, College Station, TX, USA). Significance level was
considered to be 0.05 in all tests.

RESULTS

The participants mean age was 55.86 + 5.22 years
(mean * standard deviation) in the placebo group,
and 54.70 + 4.78 years in the Menohelp capsule group;
and the difference was not statistically significant (P =
0.13). The mean age of onset of menopause was 48.59 +
5.28 years in the Menohelp capsule group; and 50.08 +
4.76 years in the placebo group. The mean duration of
menopause was also higher in the placebo group than
the intervention group, but the difference was not sta-
tistically significant (P > 0.05). The majority of people
in both groups had primary school education and more
than 90% were housewives. Comparison of the body
mass index status among three groups indicated almost
a half of participants were overweight, and there was no
significant difference between two groups. There was
no significant difference between the groups in terms
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of chronic underlying disease (P > 0.05) (Table 1).

The mean score of duration of hot flashes before
the intervention was 4.76 in the combined capsule of
Menohelp, and 4.61 + 0.67 in the placebo group. Ac-
cording to the controlled effect of hot flash duration
score in the pre-intervention phase, the mean post-
intervention hot flash duration was slightly higher in
the intervention group than the placebo group, but the
difference was not statistically significant. The mean
frequencies of hot flashes before the intervention were
7.61 £ 3.78 and 6.93 * 2.38 in the Menohelp and the
placebo group respectively. According to the controlled
effect of hot flashes frequencies in the pre-intervention
phase, the mean frequency of post-intervention hot
flashes was lower in the intervention group than the
placebo group, but the difference was not statistically
significant. The mean intensities of hot flashes before
the intervention were 2.71 + 0.54 in the Menohelp,
and 2.66 + 0.59 in the placebo group. According to the
controlled effect of mean intensity of hot flashes in the
pre-intervention phase, the mean of this variable was
slightly higher in the intervention group in the post-

Table 1. Baseline characteristics of study patients

intervention phase than the placebo group, but the dif-
ference was not statistically significant (Table 2).

The comparison of night sweats frequencies indi-
cated that there was no statistical significant difference
between both groups in the pre-intervention phase,
but the comparison of research groups in terms of fre-
quencies of night sweats at the post-intervention stage
indicated that 18.7% of individuals, who consumed
Menohelp, reported no night sweats, but about 40% of
individuals in the placebo group reported high night
sweats during a week. These differences were statisti-
cally significant (P < 0.001). The Menohelp was more
effective in reducing the frequency of sweats than the
placebo (Table 3).

The comparison of sweating intensity among the
groups showed no significant difference between the
groups, but the post-intervention results indicated that
4.4% of individuals in the Menohelp had severe sweat-
ing; and about 60% had mild sweating, while, 9.6% of
people reported mild sweating in the placebo group.
The differences were statistically significant (P < 0.001);
hence, the sweating intensity was reduced to a greater

Variable Menohelp group Placebo group Test statistics P value
Age (y) 5470 + 4.78 55.86 = 5.22 -1.51 0.13°
Age of onset of menopause (y) 48.59 + 5.28 50.08 + 4.76 -1.07 0.28"
Duration of menopause (y) 6.04 +5.90 6.95 + 5.02 -1.63 0.10°
Parity 410 £1.95 427 +2.18 —-0.54 0.59°
Number of children alive 3.85+1.69 3.79+1.83 0.22 0.82°
Education® llliterate 16 (18.8) 14 (16.9) 0.89 0.93°
Primary 34 (40.0) 33(39.8)
High school 15 (17.6) 18 (21.7)
Diploma 15 (17.6) 15 (18.1)
Academic 5(5.9) 3(3.6)
Occupation* Employed 5(6.0) 7(8.4) 0.38 0.53°
Unemployed 79 (94.0) 76 (91.6)
Body mass index" Normal 17 (20.0) 16 (19.5) 0.46 0.79°
Overweight 49 (57.6) 44 (53.7)
Obese 19 (22.4) 22 (26.8)
History of chronic medical illness* Yes 54 (63.5) 60 (72.3) 1.47 0.22°
No 31(36.5) 23 (27.7)

Data are presented as mean + standard deviation or number (%).

Body mass index categories: Normal, 18.5—-24.9 kg/cm?; Overweight, 25—29.9 kg/cm?; Obese, 30 kg/cm®.

“Independent t test, "Mann—Whitney test, “Chi-square test.

“There is included missing data due to some participants did not answer the questions.
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Table 2. Comparison of duration of hot flashes per minute in the study groups before and after intervention

Outcome Group Before intervention mean  Adjusted mean® Cohen’s d 95% CI” ANOVAVANCOVA
E P value

Duration of hot flashes per minute Menohelp 476 £ 0.47 4.32 +2.62 0.07 (-0.23 t0 0.37) 1.96 0.16
Placebo 4.61 = 0.67 413274

Frequency of hot flashes Menohelp 7.61x3.78 2.43 £ 3.77 0.02 (-0.33 t0 0.28) 0.14 0.71
Placebo 6.93 +2.38 2.3 +£4.07

Intensity of hot flashes Menohelp 2.71 £ 0.54 2.02 +1.67 0.06 (—0.24 t0 0.37) 0.95 0.33
Placebo 2.66 = 0.59 191 £1.74

Data are presented as mean =+ standard deviation.
Cl: confidence interval.

*Adjusted for before intervention score. "Cohen’s d effect size: 0.20—0.40 considered small, 0.50—0.70 considered moderate, 0.80 < considered large.

Table 3. Comparison of the number of night sweats before and after the intervention between two groups

Evaluation time Number of night sweats Menohelp Placebo 2 P value
Before intervention Without 0(0) 1(1.2) - 0.07°
Low 4(4.4) 1(1.2)
Moderate 24 (26.4) 34 (41.0)
High 63 (69.2) 47 (56.6)
After intervention Without 17 (18.7) 0(0) 93.64 < 0.001
Low 52 (57.1) 6(7.2)
Moderate 22 (24.2) 44 (53.0)
High 33(39.9) 0(0)

Data are presented as number (%).
*Fisher’s exact test.

Table 4. Comparison of the intensity of night sweats before and after the intervention between two groups

Evaluation time Intensity of night sweats Menohelp Placebo x P value
Before intervention Mild 10 (11.0) 10 (12.0) 3.79 0.15
Moderate 53 (58.2) 58 (69.9)
Severe 28 (30.8) 15(18.1)
After intervention Mild 54 (59.3) 8(9.6) 48.07 < 0.001
Moderate 33(36.3) 60 (72.3)
Severe 4(4.4) 15 (18.1)

Data are presented as number (%).

extent in a group of Menohelp compared with the pla-
cebo group (Table 4).

Results of Table 5 indicated that there was no statisti-
cal significant difference between the two groups in
terms of intensity of sleep disorder in the pre-inter-
vention phase. After the intervention, the highest fre-
quency belonged to the group of “no disorder” (57.1%)
and the lowest frequency belonged to the severe sleep

disorder (3.3%) in the group of Menohelp. Instead, only
6% of individuals in the placebo group had no sleep
disorder within a week, and more than a half of them
had mild sleep disorder, and the differences were statis-
tically significant (P < 0.001).
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Table 5. Comparison of severity of sleep disorder with night sweats before and after the intervention between two groups

2

Evaluation time Severity of sleep disorder Menohelp Placebo X P value

Before intervention Without 16 (17.6) 9(10.8) 20.04 0.56
Mild 6 (6.6) 8(9.6)
Moderate 40 (44.0) 40 (48.2)
Severe 29 (31.9) 26 (31.3)

After intervention Without 52 (57.1) 5(6.0) 53.16 < 0.001
Mild 26 (28.6) 45 (54.2)
Moderate 10 (11.0) 20 (24.1)
Severe 3(3.3) 13 (15.7)

Data are presented as number (%).
DISCUSSION compared to the beginning of study, but the difference

In our study, the combined Menohelp capsule (black
cohosh, soy, potato, chaste tree, and burdock) was not
more effective in reducing symptoms of hot flashes
because of amount of consumption dose or frequency
and method of drug use, but it was more effective in
improving symptoms of night sweats than placebo.
Despite a few number of studies on the comparison of
the herbs, some studies have examined the effective-
ness of the plants. Findings of a systematic review study
by Kashani et al. [13], who examined herbal medicine
affecting hot flashes in 59 studies, indicated that soy,
Oenothera, and black cohosh were effective in reducing
symptoms of hot flashes in postmenopausal women,
but there were no significant differences between herbs
and placebo in some studies. They also stated that the
definitive effects of these herbs on the improvement of
hot flashes were still unclear, and there was a need for
closer scrutiny [13]. In a study by Tanmahasamut et al.
[14] among postmenopausal women, they concluded
that there was no significant difference in the reduction
of severity and frequency of hot flashes after treatment
with black cohosh. In a double-blind clinical trial study
by Geller et al. [15], they evaluated the effects of black
cohosh and red clover compared to placebo on reliev-
ing the menopausal vasomotor symptoms. Their study
indicated that black cohosh and red clover had no effect
on vasomotor symptoms compared to the placebo [15].
Saghafi et al. [16] also indicated that black cohosh and
fluoxetine were both effective in treating sleep disorder,
night sweats, and depression in postmenopausal wom-
en. In their study, the mean score of Menopause Rating
Scale (MRS) after treatment decreased in both groups
under the treatment with Black cohosh and fluoxetine
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was not significant between two groups [16]. And the
results of these studies are in line with the results of our
study. But in some studies the results are in contrast to
ours. Shahnazi et al. [7], who compared black cohosh
with placebo group, indicated that the daily consump-
tion of black cohosh could be used as an alternative to
the treatment of hot flushes. It might be due to the use
of herbal medicine in our study. In a systematic review
and meta-analysis study, was conducted by Heydari et
al. [17] concluded that soybeans are effective on reduc-
ing the severity and frequency of hot flashes. They also
found that drugs containing phytoestrogens could be a
good choice in the treatment of menopausal hot flashes
[17].

In a systematic review study by Karimian and Kera-
mat [ 18], they investigated some herbs that affected hot
flashes in the Iranian herbal medicine through a review
of 27 studies. Their results also indicated that among
the studied herbal compounds, there were numerous
papers with high validity on the good effectiveness of
soybean and it seemed that soybeans could be used to
treat hot flashes in postmenopausal women [18]. And
Masoumi et al. [19] used black cohosh in their study
for 8 weeks to treat menopausal hot flashes. They found
that after four weeks of drug use, the severity of vaso-
motor symptoms decreased [19]. Side effects were also
significantly lower in the black cohosh group than the
Fluoxetine group [16].

Furthermore, results of a study by Azimipour et al.
[20] indicated that the consumption of black cohosh by
postmenopausal women for 8 weeks had a significant
effect on reducing sleep disorder, night sweats severity,
and palpitations compared to the control group; and it
could be used as an herbal medicine in reducing meno-
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pausal symptoms [20]. In study of Imhof et al. [21] to
evaluate the effect of soy germ extract in the treatment
of hot flashes and sweating in postmenopausal women,
it was concluded that soy germ extract has moderate
effect but statistically significant on the treatment of
menopausal vasomotor symptoms.

The reason for the inconsistency of the results of other
studies with our study may be due to the following rea-
sons:

1. Our study is the first study to have used a phytoes-
trogenic compound of 5 herbs (black cohosh, burdock,
chaste tree, potato, and soy).

2. As with many studies, we used the 550 mg capsule
as one capsule daily. But two capsules a day can also be
taken.

Totally, the herbal drug that is to be used as an alter-
native for hormone replacement therapy should lack
estrogenic effects on breast and uterine tissues, but
have beneficial effects on menopause symptoms and
on the bones. Herbal estrogens have no or little effect
on menopause symptoms in low doses, and in higher
doses mimic the effects of estrogen. However, further
studies are needed to identify the effects of this drug
and other phytoestrogenic herbal remedies at different
therapeutic doses in reducing menopausal vasomotor
symptoms. Therefore, researchers aim for finding other
herbal compounds. Menohelp capsule is one of these
compounds.

In conclusion, results of the present study indicated
that herbal combined capsules (black cohosh, soy,
potato, and burdock) were effective in decreasing the
frequency and severity of night sweats, but they had no
effect on relieving symptoms of hot flashes. Therefore,
recommending this herbal medicine may help alleviate
some of symptoms associated with the menopause.
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