[

SDCO HFORUM®

PRESENTING INNOVATIVE PRODUCTS & SERVICES TO HEALTHCARE PROFESSIONALS

VOLUME 14 NUMBER 25

MAY 2007

Renessa®
Unique Non-Surgical, In-Office Treatment Provides Option for Women with SUI

recently launched into the marketplace

and to date more than 1,000 women
with Stress Urinary Incontinence (SUI) have
been treated clinically. Developed by Novasys
Medical, Inc. (Newark, California), a company
dedicated to the development of innovative
therapies in women’s health, the Renessa pro-
cedure is a proprietary, non-surgical approac
to treat female SUI due to bladder outlet hyg&r-
mobility and represents an approach th
be considered one of the least iy yet
most effective, treatments available-term
clinical outcomes have show ble responses
to the Renessa procedur nfirmed an

improvement in quality, 1t a reduction
in the frequency a ity of incontinenc
episodes in the r of women al
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years af; ? Q
The Renessa System includ

1 probe
which a physician passesﬁ e urethra.
The probe heats multiple snNll treatment sites
in the submucosa of the bladder neck and prox-
imal urethra, denaturing collagen in the tissue.
Upon healing, the treated tissue is less compliant,
resulting in increased resistance to involuntary
leakage at times of increased intra-abdominal
pressure, such as laughing, coughing, or during
exercise, thereby reducing or eliminating leaks.
The Renessa procedure can be performed in
the physician’s office using local anesthesia.
There are no incisions, bandages or dressings
required. Recovery is rapid and comfortable,
with minimal post-procedure limitations.

The FDA-cleared Renessa® System was

Nancy A. Little, MD, Lodi Memorial Hospital
(Lodi, CA), recommends Renessa for women
who have stress incontinence and no signifi-
cant prolapse. Dr. Little has treated about 40
patients and reports that approximately 75 per-
cent were improved. “I think that’s a great per-
centage for a conservative treatment. My
patients are very happy with the procedure—

it’s simple and straightforward. The patients
are in the office for about an hour, but the pro-
cedure itself takes only about 20-30 minutes.
We use a periurethral block, so there is no pain
involved and when it’s done, the patients can
just get up and walk out.” Dr. Little feels strongly
that women should have more options for treat-
ment of SUI and says that “Renessa is the best
option that has come along in a long time.”

Treatment for SUI depends on the severity of
the symptoms and the extent to which the
symptoms interfere with an individual’s
lifestyle. There are currently no drugs
approved by the FDA to treat SUI and patients
often find limited or no success with traditional
non-invasive methods, such as behavioral therapy
or biofeedback. Certain patients have the
option of treatment with an injection of bulking
agents and for some there is the option of
surgery. Rodney A. Appell, MD, Professor of
Urology at Baylor College of Medicine
(Houston, TX), explains that “for those
patients who don’t want or can’t have a surgical
procedure, but want something that will have a
good chance of significantly improving their
symptoms, Renessa gives patients an alternative,



especially when you can’t guarantee
the results of surgery. The longer
term results for surgery show that 60
to 70 percent remain dry, which
means there are still a significant

number of patients who do not.”
When Dr. Appell offers the Renessa
procedure as a treatment option
appropriate candidates, “the

it. The patients who ha@.\ Ss
from it are extremely satis§ed and

are glad that they didn’t have to
undergo a surgical procedure.”

Physicians using the Renessa pro-
cedure report that their patient out-
comes in the commercial setting are
very consistent with those reported
in the clinical trials. Saad Juma,
MD, of the Incontinence Research
Institute (Encinitas, CA), recently
presented the results of a study on
the long-term safety and effective-
ness of the Renessa procedure at the
Global Congress of Minimally
Invasive Gynecology sponsored by
the AAGL. Dr. Juma reported that
long-term durability outcomes
“sustained themselves after more
than three years, which is a very

Medco Forum® is a registered trademark of Medco Communications LLC. Capyng//l @2007 Medco Communications LLC. On editorial matters or to request adt
(303) 674-9607. Any reproduction, in whole or in part, without express written pernis of publi is prok

Qpatients want do not
sync. Studies hgffe

solely on information and ved from

The manufacturers and/or distributors should be contacted for any and all information that the reader may desire. Send inquiries or

87 Oak Way, Evergreen, CO S0439.

good sign.” This retrospective analysis
evaluated the clinical results of
women from a randomized con-
trolled multicenter U.S. clinical trial
that took place in 2002. Seventy-six
percent of women experienced a
reduction in daily incontinence
episodes and nearly half of these
women were completely dry; 58% of
women no longer used incontinence
pads; 67% of women reported an
improvement in their quality of life;
and 56% of women had a greater
than 50% reduction in episodes.
Satisfaction with the treatment and
willingness to refer friends to t

procedure remained high. 6
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what physicians think ad

ear to be in
nstrated that
patients arg willQg to give up a little
bit of or fewer complications
angd I > One such study set out
to ine what women perceive as
a “cure” and to assess the acceptability
of treatment. The study revealed that
43 percent of women expected a good
improvement of their symptoms so
they no longer interfered with daily
life versus only 17 percent who
expected a complete cure of all symp-
toms. Furthermore, nearly two out of
three women reported they would
likely be satisfied with occasional
small leaks on coughing, sneezing or
strenuous exercise.” Dr. Little agrees
with these findings. “Surgical proce-
dures to treat SUI are an option for
individuals who want the best possi-
ble outcome and who are not con-
cerned about restriction of activities.

N hen, in fact, mo
looking for an 1mp Q

These days, many women are too
busy to take time off for surgery.
They want something that can give
them improvement, but don’t feel that
they necessarily have to be cured of
their leakage.”

Dr. Juma notes that “incontinence is
a quality of life issue and curing it
is not a realistic gQal for a signifi-
cant percent &patients. That

i e ask how we can
the most satisfaction

inimum amount of effort.
Renessa, we can get 75 percent

O)f patients to experiengqa reduction
n incontinence“ e& which 1is
very good, ca¥ g it’s such a

minimally @ procedure.”

SUI estricts the social, profes-
'w »and personal lives of an esti-
; ed 15 million women in the U.S.
alone. It is estimated that approxi-
mately 80 percent of women with
SUI do not seek treatment of any
kind due to concerns over recovery
time, possible complications, or lack
of confidence in the effectiveness of
available options. 44

To learn more about how the
Renessa treatment may benefit your
patients, call toll free 1-866-784-
4777, e-mail info@novasysmed-
ical.com, or visit the company’s Web
site at www.novasysmedical.com.
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