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Study Summary June 2011

Sage: Safe and efficacious for menopausal hot flushes'

Study objective:  Sage (Salvia officinalis) has
been traditionally used for hyperhidrosis, hot
flushes, and night sweats in menopause. Hot
flushes are the most frequent symptom, charac-
teristic of up to 88% of women in menopause?,
and have a considerable, negative impact on
quality of life3. There are no previously published
clinical studies substantiating the use of sage in
menopause. The aim of this trial was to assess
tolerability and efficacy of a fresh sage prepara-
tion in the treatment of hot flushes and other
menopausal complaints.

Authors:  Dr. Silvia Bommer, A.Vogel Bioforce
AG, Roggwil, Switzerland; Peter Klein, d.s.h. sta-
tistical services GmbH, Rohrbach, Germany; Andy
Suter, A.Vogel Bioforce AG, Roggwil, Switzerland.

Plant extract used:  The study preparation
consisted of tablets made from fresh sage leaves,
as fresh extracts are regarded as superior with
regards to efficacy4, each containing 280 mg
holistic, thujone-free sage spissum extract,
equivalent to 3400 mg tincture of fresh sage
leaves, sourced from organic cultivations, verified
and manufactured by Bioforce AG (Roggwil,
Switzerland).

Study design:  Climacteric patients, meno-
pausal for at least 12 consecutive months with
at least 5 hot flushes daily, were recruited from
eight general practices in Switzerland participat-
ing in this open trial. Concomitant use of other
medication with an influence on climacteric
complaints was not allowed. Patients were to
take one tablet daily before strongest flushes
for 56 consecutive days (8 weeks).

- Patient Diary:  Using a diary, patients kept a
daily record of the number and intensity of hot
flushes. Each hot flush was allocated an intensity
using the grading mild, moderate, severe, and
very severe, according to the intensity classifi-
cation by Sloan®.

- Medical evaluation of clinical complaints:
Menopause Rating Scale (MRS) is a standardised
and formally validated scale to measure the
severity of 11 climacteric symptoms and related
subscales. Changes in the scores on the MRS
during therapy were evaluated by the treating
physician at visit 1 (day -7 prior to start of
treatment) and visit 3 (day 56).

- Medical examination:  The safety parame-
ters considered were: frequency of adverse
effects, global assessment of tolerability by
physician and patient, blood pressure and
laboratory blood values.

Study Results

Participants:  The mean age of patients was
56.4%4.7 years. All patients undergoing treat-
ment - 69 women in total, - were evaluated
according to ITT analysis.

Efficacy - hot flushes:

Intensity-rated hot flushes

The total score of the mean number of intensity-
rated hot flushes (TSIRHF) decreased significantly
by 50% and 64% within 4 and 8 weeks, re-
spectively.
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use of raw materials, manufacture and composition.
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Figure 1

The total score of
the mean number
of intensity-rated
hot flushes (TSIRHF)
decreased signifi-
cantly by 50% and
64% within 4 and 8
weeks, respectively.
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Number of daily hot flushes

The mean total number of hot flushes per day
decreased from 9.3£12.2 to 3.8+3.5 after 8
weeks (P=0.0001) and showed a reduction of
29% after 2 weeks and 48% after 4 weeks of
therapy (P=0.0001).

Intensity groups

The reduction from week 0 to week 8 of the
mean number of mild flushes was 46%
(P>0.05). Moderate flushes were reduced by
62% (P=0.0001), severe flushes by 79%, and
very severe flushes by 100% (P<0.05).

Efficacy - MRS scale:  Results showed a statis-
tically significant decrease in the mean global
MRS score (-43%) and all related subscores - the
somato-vegetative subscale (-43%), the psycho-
logical subscale (-47%), and the uro-genital sub-
scale (-20%). A significant decrease was
observed in all MRS symptoms, with the excep-
tion of the symptoms “sexual problems”, “blad-
der problems” and “dryness of vagina”. The

most pronounced decrease was observed in “hot
flushes” and “sleep problems”.

Safety: A total of 10 adverse effects were
observed in six patients, of which only two
(mild abdominal pain and mild diarrhoea)

were related to the study medication.
Tolerability was rated as very good or good

by 90% of physicians and patients. Evaluation
of the laboratory parameters demonstrated a
high degree of safety and no significant change.

Conclusion:  The data supports sage’s tradi-
tionally accredited value in treating climacteric
complaints in general and especially hot flushes.
This is the first published clinical study to show
efficacy of a sage mono-preparation in relieving
both hot flushes and symptoms associated with
menopause. Sage offers a valuable option for
patients and healthcare providers seeking an
alternative approach to the treatment of meno-
pausal hot flushes and climacteric complaints.
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