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Fecal Incontinence
Fecal Incontinence Affects Millions

· Although often underreported, fecal incontinence (FI), or the inability to control the bowels, is a debilitating condition that affects as many as 18 million Americans.

· The estimated prevalence of FI in non-institutionalized U.S. adults is 8.3 percent. It occurs at least weekly in 2.7 percent of the population. 
Fecal Incontinence May Have an Impact on Quality of Life

· Loss of bowel control can be devastating. People who have fecal incontinence may feel ashamed, embarrassed, or humiliated. Some don’t want to leave the house out of fear they might have an accident in public. Most try to hide the problem as long as possible, so they withdraw from friends and family. The social isolation is unfortunate but may be reduced with treatment that improves bowel control and makes incontinence easier to manage. 

· As a result of social stigma and poor self-esteem, many patients are reluctant to seek medical attention.

· Social isolation resulting from bowel control problems may be reduced with treatment that improves bowel control and makes incontinence easier to manage.
Causes of Fecal Incontinence

· Fecal incontinence can have several causes, including:
· Constipation, which sometimes leads to watery stool to leaking out around large, hardened stool
· Damage to the anal sphincter muscles or the nerves controlling them, limiting their ability to hold in stool

· Loss of storage capacity in the rectum that won’t allow the rectum to stretch, often due to rectal surgery, radiation treatment or inflammatory bowel disease

· Diarrhea, since loose stool fills the rectum at a faster rate and makes bowel control difficult
· Pelvic floor dysfunction, including abnormalities of the pelvic floor muscles and nerves

Treatment Options
· Effective treatments are available for fecal incontinence and can improve or restore bowel control. The type of treatment depends on the cause and severity of fecal incontinence, and more than one treatment may be necessary in some patients. Treatment options have included:
· Dietary changes, such as timing and volume of food, beverage and fiber intake;

· Medications, which may help with diarrhea by developing a more regular bowel pattern or decrease the water content of stool;
· Bowel training to improve bowel control through muscle strengthening and establishing bowel movement patterns; and
· Major surgery, including sphincteroplasty, colostomy, sphincter replacement and operations to treat rectal prolapse, a rectocele or hemorrhoids. 

· A new treatment option recently approved by the U.S. Food and Drug Administration (FDA) is sacral nerve stimulation with InterStim® Therapy for Bowel Control. This new minimally invasive treatment option is indicated for patients with chronic fecal incontinence who failed or could not tolerate more conservative treatments.  The reversible treatment uses a small implanted neurostimulator to send mild electrical pulses to the sacral nerves, which control the function of the bladder and bowels, to decrease symptoms of incontinence. 
Important Safety Information
Indications for Use: 
InterStim® Therapy for Urinary Control is indicated for the treatment of urinary retention and the symptoms of overactive bladder, including urinary urge incontinence and significant symptoms of urgency-frequency alone or in combination, in patients who have failed or could not tolerate more conservative treatments. 

The following Warning applies only to InterStim Therapy for Urinary Control: 

 

Warning:  This therapy is not intended for patients with mechanical  

obstruction such as benign prostatic hypertrophy, cancer, or urethral stricture. 

InterStim® Therapy for Bowel Control is indicated for the treatment of chronic fecal incontinence in patients who have failed or are not candidates for more conservative treatments.  

Contraindications for Urinary Control and for Bowel Control: Diathermy. Patients who have not demonstrated an appropriate response to test stimulation or are unable to operate the neurostimulator.   

Precautions/Adverse Events: 

For Urinary Control: Safety and effectiveness have not been established for bilateral stimulation; pregnancy, unborn fetus, and delivery; pediatric use under the age of 16; or for patients with neurological disease origins such as multiple sclerosis.   

For Bowel Control: Safety and effectiveness have not been established for bilateral stimulation; pregnancy, unborn fetus, and delivery; pediatric use under the age of 18; or for patients with progressive, systemic neurological diseases.   

For Urinary Control and for Bowel Control: The system may be affected by or adversely affect cardiac devices, electrocautery, defibrillators, ultrasonic equipment, radiation therapy, MRI, theft detectors/screening devices.  Adverse events include pain at the implant sites, new pain, lead migration, infection, technical or device problems, adverse change in bowel or voiding function, and undesirable stimulation or sensations, including jolting or shock sensations. For full prescribing information, please call Medtronic at 1-800-328-0810 and/or consult Medtronic’s website at www.medtronic.com.  Product technical manual must be reviewed prior to use for detailed disclosure. 
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