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Thank you for the opportunity to speak with you today. As Executive Director of the National
Association For Continence, or NAFC, I represent consumers across our nation. NAFC is not
receiving any compensation for my time or reimbursement of expenses incurred by my
appearance here. It’s my job to be here. And I’ll be monitoring proceedings and decisions, as |
routinely do that for all announcements.

To place my remarks in some context, allow me to share background information about NAFC.
We are a 501( ¢ ) 3 corporation whose mission is to educate the public about bladder and bowel
control problems and to advocate for patients. NAFC is broadly supported by consumers,
healthcare professionals, private foundations, and industry. In existence for 27 years, NAFC is
considered among the largest, the most prolific, and the oldest patient advocacy organizations in
the world in this field. We currently have about 22,000 visitors monthly to our web site. All are
looking for solutions.

Stress urinary incontinence is the most common type of incontinence in women younger than 60
years and accounts for at least half of incontinence in all women. ' At least 15 million women
routinely experience symptoms of such unwanted urine leakage.” I’'m sure you know some of
them because I’'m talking possibly about your mother, your sister, a favorite aunt, or your college
roommate or roommate’s wife. From the phone calls, letters, and emails we receive daily at our
national headquarters, I can attest to the fact that women limit their activities as a result of
symptoms, placing them at risk of isolation, depression, and an unhealthy, sedentary lifestyle.
That’s after having been told by their OBGYN that when the symptoms get “bad enough,”
there’s “always surgery.” They are also in the prime of their lives, usually late 40’s or early 50’s
when first seeking a solution. A third of them believe it’s just a part of having babies and
something to accept. How tragic! And symptoms only worsen with age, causing incontinence to
be a leading reason a family member places a loved one in a nursing home near the end of life.
This is important to remember.

Just picture a day in one woman'’s life: skipping a workout class for fear of having a large, wet
spot after aerobics, reaching in the closet to wear the same dark color clothing, hiding the smelly,
soaked pad at a public restroom at WalMart, apologizing for wetting her best friend’s white sofa
during a brief afternoon visit, fearing the worst — that the teller at the bank is smelling urine
while the transaction is being processed, dropping out of the church choir and the garden club,
and skipping intimacy still one more night with her husband for fear of leaking on the sheets.

Despite many technological advances in healthcare, few choices exist for women with SUI.
Naturally, more conservative measures should be exhausted before undergoing surgery. But
many women are unable or unwilling to perform pelvic floor exercises consistently and correctly
for the rest of their lives. Access to biofeedback therapy is not always available. Pessaries may
be ill-fitted or troublesome. No prescription drug is available for its symptoms in the U.S.



The newer, non-surgical therapies, such as bulking agents and collagen remodeling, are limited
in what they achieve. Some women are not ideal candidates for surgery due to other co-
morbidities even if severity of their symptoms warrants it. As Americans live longer, this is
likely to be an increasingly important consideration.

And surgical outcomes do not always meet patient expectations or hopes’. Researchers have
documented that over a woman’s lifetime 27% face repeat surgery for incontinence and/or
prolapse.” Women have anecdotally heard disappointing stories from their friends and relatives
who still leak after surgery, whether a fascial sling, the Burch colposuspension, or TVT. Recent,
negative publicity about complications from mesh used in surgical procedures has dissuaded
some women from even considering surgery for their symptoms, despite the fact that at least
one-third of the 15 million affected have severe enough symptoms to be considered candidates
for surgery. ®” Clearly, more choices with promising outcomes are sorely needed for women.

We simply must offer these sufferers an acceptable alternative between irreversible, problematic
surgery and “Kegels”. While requiring a minimally invasive surgical pathway for the placement
of the balloons, the ACT procedure can be done under local anesthesia, making it an option for
patients who have co-morbidities that might make surgery under general anesthesia a risk.
Complications, hardly equivalent to those encountered with mesh implants, such as infection,
bleeding, persistent groin pain and mesh erosion, are manageable.

Approval by the FDA will help put a safe, simple, and minimally invasive treatment for recurrent
female SUI in reach to women who would otherwise simply give up, and let me tell you that is
devastating, depressing dead end.

I urge you to reconsider your decision.

Footnote:

*For example, the fascial sling compared to the Burch colposuspension reveals low success rates
of 66% vs. 49%, respectively, as compared with those in previous studies. Other studies have

involved the increasingly popular tension-free vaginal tape (TVT) to surgically treat SUIL
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