The effect on dlimacteric symptoms of estrogen replacement therapy with an
estradiol acetate intravaginal ring in postmenopausal women.

Introduction: Postmenopausal women
commonly experience a range of climacteric
symptoms, including hot flushes, nights
sweats, loss of sexual interest and symptoms
of anxiety and depression. This study
evaluated climacteric symptoms in women
treated with a novel intravaginal ring that
delivers estradiol acetate and compared

the effects to orally administered estradiol.

Methods: Women who had experienced
at least 20 hot flushes or night sweats
(HF/NS) for two consecutive weeks, were
enrolled in this randomised, multicentre,
double-blind study. The subjects were
randomised fo receive an intravaginal ring
(IVR) releasing 50 pg/day estradiol
acetate and placebo tablets (IVR group),
or 1 mg/day oral estradiol and a placebo
IVR {Oral group). Non-hysterectomised
women received norethisterone (1 mg) for

12 days in each 28-day cycle.

Efficacy was measured by the mean change
in HF/NS after 12 weeks’ treatment,
improvement in urogenital symptoms and
changes in other climacteric symptoms,

as assessed by the Greene Climacteric
Scale. This scale has been validated in
postmenopausal women and evaluates 21
symptoms, including loss of sexual interest
and symptoms of anxiety and depression,
the severity of each being reflected in @
score of 0-3. The effects on scores in the
Greene Climacteric Scale were recorded

on Day 14 of each cycle.

Results: Both groups had significant
(p<0.001) decreases in the frequency of
HF/NS at 12 weeks. There was
improvement in urogenital symptoms,
including vaginal dryness, involuntary loss
of urine and pain on intercourse, as |
measured by the intensity of symptoms and

number of patients experiencing symptoms

following both treatments. The IVR group
had a significant (p<0.05) improvement in
their Greene Climacteric Scale tofal scores,
with a mean baseline score of 22.1 and
mean score of 11.0 at 12 weeks. For every
subscale, including anxiety, depression
and sexual dysfunction, mean changes
from baseline were also significant
(p<0.05). There were no significant
differences between the IVR and Oral
groups at 12 weeks.

Conclusions: In addition to demonstrating
a significant reduction in HF/NS, the IVR
releasing estradiol acefate produced
improvements in urogenital symptoms and
other climacteric symptoms.

The improvement in climacteric symptoms

was similar with the IVR and oral therapy.

* Adapted from an abstract accepted by the British

Menopause Society Meeting, June 28-29, 2001.
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