Symptoms of urinary and fecal incontinence affect millions of
women. Several newly available or in-the-pipeline treatment options,
including this intravaginal continence device, can offer functional
and quality-of-life relief for patients.
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The latest treatments for urinary and
fecal incontinence: Which hold water?

O A new FDA approved, over-the-counter option for stress urinary
incontinence and several office-based and surgical treatment systems
for urinary and fecal incontinence are now available or on the horizon.

Here, the essentials.

Marijorie L. Pilkinton, MD; Dara Shalom, MD; and Harvey A. Winkler, MD

oday, “normal” aging is no longer ac-
ceptable. From aesthetics to physical,
mental, and sexual health, the ma-
turing population seeks effective minimally
invasive and practical methods to halt time
and reverse its adverse effects. Nowhere is this
more apparent than when dealing with uri-
nary and fecal incontinence, conditions that
can be not only embarrassing to patients but

Dr. Pilkinton is Fellow, Female
Pelvic Medicine and Reconstructive
Surgery, Northwell Health,

Long Island, New York.

Dr. Shalom is Assistant Professor
and Director of Clinical Research,
Female Pelvic Medicine and
Reconstructive Surgery, Hofstra
Northwell Health School of
Medicine, Long Island, New York.

Dr. Winkler is Associate Professor
and Fellowship Director, Female
Pelvic Medicine and Reconstructive
Surgery, Hofstra Northwell

Health School of Medicine.

Dr. Winkler reports that he is a consultant to Astora
Women'’s Health, Boston Scientific, and Kimberly-Clark.
Drs. Pilkinton and Shalom report no financial relation-
ships relevant to this article.

obgmanagement.com

Vol. 28 No. 2 | February 2016

also debilitating, with potential crippling ad-
verse affects on quality of life. As the US popu-
lation ages, the prevalence of incontinence
is increasing.

Patients commonly present with questions
about their incontinence with preconceived
notions on their available treatment options
based on Internet searches and advertise-
ments from magazines and television. Thus,
as gynecologists, we have a pivotal role in
educating women on their conditions and
management options in a comprehensive,
informative, and reassuring manner. By edu-
cating patients on the success rates and limi-
tations of available treatments, patients can
make informed decisions and reinforce their
sense of autonomy. In this article we present
the evidence on current, new, and investiga-
tive products available for the treatment of
both stress urinary incontinence and overac-
tive bladder, as well as fecal incontinence.

Stress urinary incontinence

A 46-year-old woman (G2P2) presents with
loss of urine with exercise, dancing, and sneez-
ing that began after the birth of her last baby
5 years ago and is progressively becoming more
frequent. She performs Kegel exercises occa-
sionally and denies urinary urgency and/or urge
incontinence. She reports a 20-Ib weight gain in
the past 3 years. Physical examination findings
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ricure 1 Poise Impressa intravaginal incontinence device

—t

The device is inserted using an applicator and is similar to a tampon but is nonabsorbent. It provides
nonobstructive physical support to the urethra to prevent stress urinary leakage.

reveal normal pelvic examination with adequate
pelvic organ support but weakened pelvic floor
muscles during contraction. When you ask her
to cough, you observe a small amount of urine
loss from the urethral meatus. She has heard of
“slings” before, but she is anxious about surgery.

Stress urinary incontinence (SUI) is the invol-
untary loss of urine with effort, physical ex-
ertion, sneezing, or coughing.! It is the most
common type of incontinence in younger
women, with risk factors including increasing
age, parity, and obesity.>* SUI treatment op-
tions, beginning from least to most invasive,
include pelvic floor exercises, biofeedback
and/or physical therapy, continence devices,
off-label use of medications, urethral bulking
agents, and surgical correction with slings.
Midurethral tension-free slings are highly ef-
ficacious for the treatment of SUIL While a sling
is a minimally invasive procedure, patients
typically voice concerns regarding surgery and
appropriately begin with conservative treat-
ments.

A new FDA-approved

OTC option for SUI

First-line conservative therapies offered to pa-
tients for SUI include pelvic floor muscle ex-
ercises and intravaginal continence devices.
Disappointingly, such devices—including
pessaries and the incontinence dish—have
notbeen popular among patients for SUIL. Au-
thors of arandomized control trial evaluating
incontinence pessaries versus behavioral
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therapy, including pelvic floor muscle train-
ing, found that, after 3 months, use of a pes-
sary was not as effective as behavioral therapy
in terms of patient satisfaction and improve-
ment in bothersome urinary incontinence.*
In our experience, many patients wearing in-
continence rings discontinue their use due to
ineffectiveness or discomfort.

Patients now have an FDA-approved,
over-the-counter option for SUI symptom
management. The Poise Impressa is a dis-
posable, nonabsorbent, flexible intravaginal
device for patients with SUI (FIGURE 1). The
device is comprised of a silicone core with a
soft, nonwoven polypropylene fabric cover. It
is inserted similar to a tampon, using an appli-
cator, and provides nonobstructive support to
the urethra to prevent stress urinary leakage.
To find the proper fit, patients purchase the siz-
ing kit, which includes 3 sizes. Patients are to
insert size 1 first and monitor their comfort as
well as improvement in leakage. Should size 1
not sufficiently relieve leakage, the patient may
try sizes 2 and 3 successively, with the goal of
finding the most comfortable and effective
insert. The insert is approved for up to 8 hours
of wear in a 24-hour period, at which time the
patient removes the device by pulling the string
in a similar manner as removing a tampon.
Efficacy and quality of life data. Over
28 days, 85% of women with severe SUI con-
firmed on urodynamic testing achieved
greater than 70% leakage reduction according
to measured pad weights.® Seventy percent of
women reported 90% improvement in quality
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of life using validated questionnaires. In ad-
dition, 92% reported feeling dry with an im-
proved perception of incontinence and greater
confidence during strenuous activities.® There
were no serious adverse events, and the most
common mild adverse events were discomfort,
pain, and spotting.

As more patients become aware of the
device through advertising and word of mouth,
we expect patients to seek advice from their
gynecologists on the safety and efficacy of
the insert. In our experience, most patients
report improvement in bothersome symp-
toms with the device and are overall satisfied.
For patients who have discomfort with device
placement, a water-based lubricant can be
used. Patients using vaginal estrogen may
apply the medication at night and wear the
device during the day.

Office-based bladder control
system in the pipeline

For SUI, options are limited for patients who
would rather seek office-based procedures
than invasive surgeries. Injections of urethral

bulking agents can be performed in an office
setting by injecting them transurethrally with a
cystoscope slightly distal to the bladder neck.
While bulking agents have a role in certain pa-
tients with SUI, especially those who are not
interested in pursuing more invasive surgeries,
only 43% have short-term (less than 6 months)
cure and 75% report short-term improvement.”

A minimally invasive office-based pro-
cedure to treat SUI symptoms is under
investigation in clinical trials currently. The
Vesair Balloon bladder control system (Solace
Therapeutics) is performed with cystoscopic
guidance and is being tested at multiple
sites throughout the United States (FIGURE 2,
page 36).

The Vesair Balloon acts like a “shock
absorber” to reduce momentary increases
in bladder pressure due to external forces or
stressors. The balloon is a small device, approx-
imately the size of a quarter, and is implanted
through the urethra via a specially designed
applicator under cystoscopic guidance in the
office setting. Pretreatment with pain medica-
tion usually is unnecessary. The Vesair Balloon
may be retained in situ for up to 12 months,

CONTINUED ON PAGE 36
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ricure 2 The Vesair Balloon for
stress incontinence

Cystoscopic view of the device.

FAST
TRACK

Single-incision
“mini-slings,” such
as the Miniarc

and the Monarc
transobturator sling,
may become more
important surgical
options for a subset
of patients with SUI

at which time it is removed using a device-
specific grasper under direct visualization with
a cystoscope in the office.
Preliminary efficacy and safety data. In a
single-blinded randomized controlled trial,
63% of women in the Vesair Balloon group
had significant improvement in provocative
pad weights and quality-of-life questionnaire
scores at 3 months, compared with 31% in
the control group.? No serious adverse events
were observed. Eleven of 63 patients (17%)
withdrew from the study—most commonly for
bladder irritation and dysuria.

We anxiously await the results of a second
single-blinded randomized control trial cur-
rently being conducted.

Best surgical options for SUI
Today, the standard surgical procedure for
SUI is a midurethral sling. Midurethral slings
may be placed through 3 routes: retropubic;
transobturator; and single-incision, otherwise
known as “mini-slings.” Subjective cure rates
of retropubic versus transobturator slings are
similar, with lower rates of bladder perforation,
major vascular/visceral injury, and operative
blood loss in the transobturator group.’ How-
ever, rates of groin pain are higher in the trans-
obturator group.

Single-incision slings were developed in
an effort to avoid the morbidity and pain with
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passing traditional sling trocars through the
obturator space and skin of the groin. In a ran-
domized controlled trial, the Miniarc single-
incision sling (Astora Women'’s Health) was
found to be noninferior to the Monarc tran-
sobturator sling (Astora) at 12 and 36 months.'°
There were no statistically significant differ-
ences between subjective and objective cure
rates on cough stress tests. Postoperative
pain and groin pain were significantly less in
patients with the Miniarc sling, compared with
the Monarc sling.

It is our opinion that as more data become
available, single-incision slings will find their
foothold in a subset of patients with SUL

Overactive bladder:

Failed medication therapy

A healthy 63-year-old woman presents with
a 9-month history of loss of urine with strong
urges, urinating 4 times per night, and a feeling of
urgency when she needs to urinate. She denies
pain with urination, difficulty emptying her blad-
der fully, and pain with a full bladder. She has
restricted her fluid intake to 4 glasses of water
per day and has stopped drinking fluids 4 hours
before bedtime.

She described her symptoms to her intern-
ist, who prescribed oxybutynin. She took the
medication for 3 months but stopped after she
developed severe constipation and dry mouth.
She states the medication did not help her uri-
nary symptoms. You discuss with her trials of
other medications including topical anticholiner-
gics and mirabegron. She is frustrated with her
symptoms and asks if there are any other options
besides medications.

Overactive bladder (OAB) is present in up to
16% of the US population, with the percent-
age estimated to increase by 20% within the
next 2 years.'"'? The drastic increase in preva-
lence, likely due to the aging population, may
result in an increased counseling and man-
agement burden placed on general practitio-
ners and gynecologists.

First-line management options for OAB
are behavioral modifications and/or medica-
tions. Our patient in case 2 failed both first-line
therapies. When a patient fails or is intolerant

CONTINUED ON PAGE 38
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to an anticholinergic medication, we offer
mirabegron, a beta-3 agonist (after exclud-
ing any contraindications to the medication).
Beyond medications, the therapeutic options
are rather limited.

Second-line OAB

treatment options

In January 2013, the FDA expanded the ap-
proved use of onabotulinum toxin A (Botox,
Allergan) for the treatment of OAB in those
who are intolerant of or have failed treatment
with anticholinergic medications. Using a cys-
toscope, 100 units of onabotulinum toxin A are
injected into 20 sites within the bladder wall.
Due to the risk of urinary retention in up to 6%
of patients, it is recommended to administer
onabotulinum toxin A to patients who are will-
ing and capable of performing clean intermit-
tent catheterization.®

Efficacy data. In a recent systematic review
and meta-analysis, the authors concluded
onabotulinum toxin A to be effective in the
treatment of idiopathic OAB with a statistically
significant reduction compared with baseline
in the number of incontinence episodes per
day (-2.77 in the treatment group vs -1.01 in
the placebo group) and the number of voids
per day (-1.61 in the treatment group vs -0.87
in the placebo group).** Patients who received
onabotulinum toxin A experienced a higher
rate of adverse effects, such as urinary tract in-
fections, and were more likely to require clean
intermittent catheterization due to incom-
plete bladder emptying.’* Patients can expect
symptom improvement for approximately
6 months or longer.”® Based on the manufac-
turers’ recommendations, patients are not to
be reinjected sooner than 12 weeks from prior
onabotulinum toxin A injection.

In women with refractory OAB, available
second-line treatments include neuromodu-
lation by sacral nerve or posterior tibial nerve
stimulation (PTNS). The latter therapy is an
office-based procedure that involves place-
ment of a lead percutaneous to the medial
aspect of the ankle near the tibial nerve. It
is postulated that stimulation of the tibial
nerve results in retrograde stimulation of the
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S3 sacral nerve plexus, resulting in OAB symp-
tom relief in 54% to 70% of patients.®

Fecal incontinence

A 57-year-old, otherwise healthy, multiparous
woman presents with a 3-year history of fecal
incontinence. She reports that it is embarrassing
and distressing. She avoids certain social activi-
ties and is not currently sexually active due to the
frequency of bowel leakage episodes.

In an effort to decrease her episodes of
incontinence, she takes loperamide hydrochlo-
ride (Imodium) regularly with little improvement
in the frequency of accidents. She has no history
of gastrointestinal, rectal, or gynecologic surgery.
She had 2 full-term vaginal deliveries that were
uncomplicated. On review of systems, she also
discloses occasional urinary incontinence.

Physical examination reveals normal vaginal
anatomy with adequate pelvic organ support and
no neurologic abnormalities. Rectal examination
demonstrates normal tone and no evidence of
rectal prolapse. Contractions of the pelvic floor
muscles are weak. She is frustrated with her con-
dition and seeks your guidance.

Fecal incontinence affects more than 20 mil-
lion women in the United States, with only
one-third of those with the condition disclos-
ing their symptoms to their physician.'"” Many
etiologies for accidental bowel leakage exist,
with some of the most common being advanc-
ing age and obstetric trauma. Up to one-third
of women presenting for evaluation of urinary
incontinence have fecal incontinence; there-
fore, one must be vigilant in screening for this
potentially devastating condition.'®

In case 3, the patient has tried medical
therapies for fecal incontinence, including
stool-bulking agents and motility regulators
such as loperamide hydrochloride. Besides
offering fiber supplements (or other stool-
bulking agents) or physical therapy, nonsurgi-
cal options for this patient are limited.

Newly available: A vaginal insert
for fecal incontinence

In 2015, the Eclipse System (Pelvalon) became
the first FDA-approved vaginal insert for the
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treatment of fecal incontinence. The manu-  ricure 3 The Eclipse System vaginal device for

facturer recently was granted clearance forits  facal incontinence
second-generation device (FIGURE 3). The de-

vice consists of a silicone-coated stainless steel
base with a posteriorly facing balloon and a
pressure-regulated pump that allows the pa-
tient to control her bowel movements. After
a patient is fitted with the device in the office
setting, she is independently able to insert and
remove it as well as deflate the balloon to allow
for bowel movements and inflate the balloon
to prevent accidental bowel leakage.

In a multicenter trial conducted by Rich-
ter and colleagues,” 78% of women success-
fully fitted with the device had a 50% mean
reduction of fecal incontinence episodes. Two-
week mean incontinence episodes decreased
from 11 to 2 after 1 month of continued use
of the insert. In addition, there was significant
improvement in quality-of-life questionnaire
scores.

Of the 110 patients fitted with the device,
32(29%) withdrew due to unsatisfactory device

This device is placed intravaginally, with final placement similar to a tampon,

. . and is controlled by an external pump that can be inflated or deflated to allow
fit or were unable to remove or insert the  for respective bowel emptying and control.
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device themselves. Common adverse effects

CONTINUED ON PAGE 40
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ricure 4 The TOPAS sling system

This polypropylene mesh posterior anal sling is for fecal incontinence and is
currently undergoing investigational trials.
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Both an intravaginal
“balloon-type”
device with an
external pump and
a minimally invasive
polypropylene
mesh sling may be
fecal incontinence
treatment options in
the future
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included pelvic cramping and discomfort dur-
ing device fitting. One month after insertion,
pelvic pain and cramping continued in up to
10% of patients. No serious adverse events
related to the device were observed during the
1-month trial.”

In the approximate 70% of women suc-
cessfully fitted with the vaginal insert, the
system was highly efficacious in improving
subjective and objective outcomes with no
unexpected serious adverse events. Currently
the device is available at investigative sites
across the United States, and the company
plans for sales to begin later this year.

Surgical options for fecal
incontinence

In patients for whom conservative and medi-
cal therapies have failed, surgical treatments
may be offered. Surgical options vary from
minimally invasive procedures to colostomy.
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