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Abstract

Long term use of nonhormonal vaginal ther-
apy consisting of a product whose main ingredi-
ent is polycarbophil is effective in treating both
sexual and nonsexual complaints of women
whose symptoms are related to vaginal dryness.

Introduction

The safety and efficacy of nonhormonal ther-
apy utilizing the main ingredient of polycarbophil
has already been documented.! This paper deals
with the one year follow up of women who used
the vaginal moisturizer (Replens) for one contin-
uous year at a frequency of three times per week.
Of an initial group of 89 subjects, 46 women
completed the one year study. Data shows that
improvement in vaginal health as measured by a
vaginal health index is maintained with long
term use of the nonhormonal product regarding
vaginal moisture (coating the surface), vaginal
fluid volume, pH, tissue integrity and tissue elas-
ticity.

Background

A more vocal and an increasing number of
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women entering the menopausal and post-
menopausal years has brought many of the prob-
lems associated with estrogen deprivation to the
forefront.2 Also as many women near the meno-
pause, the problems of estrogen deficiency to the
mucosal lining is a common presenting problem
to many physicians.34 Both the long term conse-
quences of estrogen deprivation to the vagina,
including cystocele, rectocele, urinary stress in-
continence, uterine prolapse and chronic vaginal
discharge (atrophic vaginitis), as well as short
term problems of inadequate moisture with sex-
ual arousal and painful intercourse are frequent
complaints of the aging female.5>? With prior
generations, although physicians were aware of
the vaginal problems of older women, they were
not as inclined to offer treatment if the women
were not sexually active. Today the problems
associated with vaginal dryness are vocalized
both by sexually active as well as sexually inac-
tive women as more and more women are looking
at ways to affect quality of life and do not feel that
chronologic age limits expectations of feeling
well .8

Estrogens are effective in reversing the vagi-



Table |
Vaginal Health Index
1 2 3 4 5
Elasticity none poor fair good excellent
Fluid none scant amount, superficial moderate nomal
Volume vault not amount, vault amount of amount
(Pooling of entirely entirely dryness (fully saturates)
Secretions) covered covered (small areas of  on cotton top
dryness on cotton  applicator)
tip applicator)
pH 6.1 or above 56-6.0 5.1-55 4.7-50 4.6 or below
Epithelial Integrity petechiae bleeds bleeds not friable - normal
noted before with light with thin
contact contact scraping epithelium
Moisture (Coating) none, none, minimal moderate normal
surface surface
inflamed not inflamed
nal atrophy changes that begin in the early meno- Materials and Methods

pausal years and progress throughout a woman’s
life, but many women cannot or will not take
estrogens because of medical problems, side ef-
fects (breast tenderness, resumption of men-
strual cycles), or personal preferences.® In addi-
tion, for women who have a uterus and require a
progestin to insure endometrial maturation, the
PMS-like symptoms can have a tremendous neg-
ative impact on overall well being. For women
who choose to use systemic hormone replacement
therapy, the dose of estrogen necessary for control
of vasomotor symptoms, osteoporosis and cardio-
vascular disease prophylaxis may not be suffi-
cient to prevent symptoms related to vaginal
atrophy.1.9-11 Lastly, there are a group of women
who have transient estrogen deprivation to their
vaginas and need a preparation that will afford
them adequate vaginal moisturization during
this period of time. For these types of patients,
alternatives to estrogen have long been sought for
vaginal symptoms. The use of a vaginal moistur-
izer which has a polycarbophil base has been
shown to be effective in short term studies.! This
was the first long term study looking at efficacy
and safety of this polycarbophil vaginal moistur-
izer.

Ninety-three perimenopausal and postmeno-
pausal women were recruited in stage one of the
protocol. Eighty-nine women completed stage
one of the protocol and of these fifty-four women
chose to continue in the stage 2 protocol which
was an extension of the stage one protocol. In the
stage 2 protocol, the study was open label and
there was no cross-over. Subjects used the
bioadhesive vaginal moisturizer three times a
week and were evaluated at 3, 6,9 and 12 months.
At three months intervals patients’ were asked
questions regarding product satisfaction and at
the same time the study physicians completed a
vaginal health index! which evaluated vaginal
elasticity, vaginal fluid volume, pH, vaginal epi-
thelial integrity and vaginal moisture. (See Table
1)

Of the 54 women who entered the one year
study period, the average age was 55 years. 43
patients were married. Most patients were sex-
ually active and had been for an average of 25
years. 26 (48%) patients were on estrogen ther-
apy, having taken the hormone for an average of
26 months, and complained of vaginal dryness. A
large percentageof patients, 59%, had not under-
gone hysterectomy. 46 patients completed the



VAGINAL HEALTH INDEX (all parameters)
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Baseline Day 16 Month 6 Month 12
(14.6 £0.51) (16 £ 0.45) (18.6 £ 0.43) (18.1 £0.42)
* p=0.002 vs Baseline
** p <0.001 vs Day 16

Figure L Nonhormonal bioadhesive moisturizer in peri/postmenopausal women

VAGINAL ELASTICITY

Baseline Day 16 Month 6 Month 12
(2.88 £0.85) 3.03£0.77) (3.40£0.71) (3.47 £ 0.58)
*p<0.05 vs Day 16

Figure 2. Nonhormonal bioadhesive moisturizer in peri/postmenopausal women.
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VAGINAL FLUID VOLUME (Pooling of secretions)

Baseline Day 16 Month 6 Month 12
(248 £ 1.01) (247 £ 1.15) (3.23+1.07) (3.07 £ 0.93)
* p<0.05 vs Day 16

Figure 3. Nonhormonal bioadhesive moisturizer in peri/postmenopausal women

VAGINAL pH

Baseline Day 16 Month 6 Month 12
(5.60.12) (5.1£0.11) (4.7+0.10) 4.7+0.12)
* p<0.001 vs Baseline
** P <0.001 vs Day 16

Figure 4. Nonhormonal bicadhesive moisturizer in peri/postmenopausal women



VAGINAL EPITHELIAL INTEGRITY
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Baseline Day 16 Month 6 Month 12
(344 £1.25) (3.72+1.08) (4.23£0.50) (4.04 £0.42)
* p<0.05 vs Baseline
** P<0.05 vs Day 16

Figure 5. Nonhormonal bioadhesive moisturizer in peri/postmenopausal women

VAGINAL MOISTURE (coating)

Baseline Day 16 Month 6 Manth 12
(2.80 £ 0.88) (3.04 £ 0.69) (3.37 £ 0.56) (3.22+051)
* p < 0.05 vs Baseline

**P<0.05 vs Day 16

Figure 6. Nonhormonal bioadhesive moisturizer in peri/postmenopausal women
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entire study period with 8 patients lost to follow
up at 6 months. There were no patients who
dropped out due to adverse effects.

Results

Over the course of the study the vaginal health
index continued to show that not only had vaginal
health improved but this improvement was main-
tained as long as subjects were using the product
(See Figure 1). In fact all parameters of the
vaginal health index showed improvement in-
cluding vaginal moisture, vaginal fluid volume,
vaginal pH, vaginal epithelial integrity and vag-
inal elasticity (See Figures 2,3,4,5 and 6). The
figures show vaginal health index parameters for
6 & 12 months; 3 & 9 months data are not shown
because of no statistically significant difference
from the 6 month data. None of the women
reported serious side effects and all women re-
ported continued improvement in their original
symptoms, i.e., vaginal dryness, irritation, burn-
ing, itching, and painful intercourse.

Discussion

Although vaginal symptoms during the peri-
menopausal-menopausal years are due to declin-
ing estrogen levels, nonhormonal therapy using
a bioadhesive moisturizer was shown to be a well
tolerated vaginal product without any serious
side effects and it improved overall vaginal well
being as measured by the vaginal health index
over the course of the one year trial. This is not
only an important finding for postmenopausal
women who either will not or can not use estrogen
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