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(57) ABSTRACT 

Described are implantable devices and methods for treating 
various disorders of the pelvic ?oor by means of electrical 
stimulation of the left and right sacral nerves, or portions 
thereof. TWo or more electrical stimulation regimes are 
applied on a continuous, alternating, intermittent or other 
basis to the left and right sacral nerves or nerve portions in 
an amount and manner effective to treat a number of 

disorders, including, but not limited to, urinary and/or fecal 
voiding dysfunctions such as constipation, incontinence 
disorders such as urge frequency and urinary retention 
disorders, sexual dysfunctions such as orgasmic and erectile 
dysfunction, pelvic pain, prostatitis, prostatalgia and pros 
tatodynia. 
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METHOD, SYSTEM AND DEVICE FOR TREATING 
DISORDERS OF THE PELVIC FLOOR BY 

ELECTRICAL STIMULATION OF THE LEFT AND 
THE RIGHT SACRAL NERVES 

RELATED APPLICATIONS 

[0001] This application is a continuation-in-part of each of 
the following US. patent applications, and claims priority 
and other bene?ts from each such Application: (1) US. 
patent application Ser. No. 10/236,578 to Gerber et al. 
entitled “Electrical and/or Magnetic Stimulation Therapy for 
the Treatment of Prostatitis and Prostatodynia” ?led Sep. 6, 
2002 and having Attorney Docket No. P-1 0974; (2) US. 
patent application Ser. No. 10/723,316 to Gerber et al. 
entitled “Method, System and Device for Treating Disorders 
of the Pelvic Floor by Electrical Stimulation of the Pudendal 
Nerves and Associated Nerves, and the Optional Delivery of 
Drugs in Association ThereWith” to Spinelli et al. ?led Nov. 
26, 2003 and having Attorney Docket No. P-11358.00; (3) 
US. patent application Ser. No. 10/723,903 to Gerber 
entitled “Method, System and Device for Treating Various 
Disorders of the Pelvic Floor by Electrical Stimulation of the 
Pudendal Nerves and the Sacral Nerves at Different Sites” 
?led Nov. 26, 2003 and having Attorney Docket No. 
P-11358.01; (4) US. patent application Ser. No. 10/745,757 
to Gerber et al. entitled “Method, System and Device for 
Treating Various Disorders of the Pelvic Floor by Electrical 
Stimulation of the Pudendal Nerves and the Sacral Nerves at 
Different Sites” to Gerber ?led Dec. 23, 2003 and having 
Attorney Docket No. P-11358.02. This application hereby 
incorporates by reference herein the foregoing ’578, ’316, 
’903 and ’757 patent applications, each in its respective 
entirety. 

FIELD OF THE INVENTION 

[0002] This invention relates to methods, systems and 
devices for treating various disorders of the pelvic ?oor by 
delivering electrical stimuli to the sacral nerves. 

BACKGROUND 

[0003] The medical device industry produces a Wide vari 
ety of electronic and mechanical devices for treating patient 
medical conditions. Depending upon the medical condition, 
medical devices may be surgically implanted or connected 
externally to a patient receiving treatment. Clinicians use 
medical devices alone or in combination With drug therapies 
and surgery to treat patient medical conditions. For some 
medical conditions, medical devices provide the best (and 
sometimes the only) therapy to restore an individual to a 
more healthful condition and a fuller life. Conditions that 
medical devices may effectively treat include pelvic ?oor 
disorders. 

[0004] Pelvic ?oor disorders adversely affect the health 
and quality of life of millions of people. Pelvic ?oor 
disorders include urinary control disorders such as urge 
incontinency, urge frequency, voiding e?iciency, fecal con 
trol disorders, sexual dysfunction, and pelvic pain. Individu 
als With urinary control disorders often face debilitating 
challenges in their everyday lives. These individuals may be 
preoccupied With trips to the bathroom, fears of embarrass 
ment and sleepless nights. Some suffers become so anxious 
that they become isolated and depressed. Pelvic ?oor dis 
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orders may be treated With a variety of therapeutic options 
such as behavior modi?cation including biofeedback, phar 
macological treatment, mechanical intervention such as self 
catheteriZation, physical appliances such as diapers, and 
surgical intervention. Surgical treatments are the most inva 
sive and are often considered after other therapies have 
proven ineffective. 

[0005] Urinary incontinence, or the inability to control the 
passage of urine, is a relatively common problem. Although 
there are a variety of different types of urinary incontinence, 
stress incontinence, urge incontinence and urinary retention 
are the most common. 

[0006] Stress incontinence is the unacceptable passage of 
urine under the stress of increased abdominal pressure. This 
increased pressure typically results from coughing, sneeZ 
ing, and Valsalva. Stress incontinence is manifested urologi 
cally by normal cystometry, obtuse urethral vesicular angle, 
abnormally loW urethral pressures and a physiologically 
short urethral length. This disorder is most common in 
multiparous, post-menopausal females. Physiologically, 
stress incontinence is a disorder of the volitional muscular 
control of the urethral resistance to the How of urine. Laxity 
and partial denervation of the pelvic musculature is the chief 
abnormality. 

[0007] Urge incontinence is the involuntary passage of 
urine With a concomitant sense of urgency. Systometry 
indicates detrusor (bladder Wall muscle) contractions With 
loW bladder ?lling pressures and volumes. These bladder 
contractions may not be inhibited in the presence of volun 
tary EMG signals from the sphincter, indicating reduction or 
loss of the pudendal-parasympathetic inhibitory re?ex. 
Unsolicited, premature bladder contraction may result from 
mucosal irritation of varied etiology. These premature con 
tractions of the bladder may also be the result of an abnor 
mally high gain in the detrusor contractile re?ex due to the 
loss of inhibitory control With an upper-motor-neuron lesion. 

[0008] Urinary retention is characterized by the inability 
of a patient to spontaneously and controllably urinate or 
void. CatheteriZation of the urethra is provided to many 
patients suffering from urinary retention, Which is often a 
painful and someWhat lengthy procedure having the added 
risk of causing infection. 

[0009] Constipation is a life-disturbing problem that 
al?icts millions of Americans, from the very young to the 
elderly. Although relatively rare among the young, it is a 
very common problem in middle age, and is a nearly 
ubiquitous problem in the elderly. Chronic constipation is a 
major problem for many individuals, and frequently causes 
extreme discomfort to the a?licted. Such discomfort may be 
a major obstacle to leading a normal life, and may consume 
an enormous amount of the a?licted person’s energy and 
time. 

[0010] Besides causing severe discomfort, chronic consti 
pation may also be harmful to the patient. For example, 
chronic constipation may result in an intestinal obstruction 
that may cause the patient great pain; or that may even cause 
the patient’s death, unless surgically corrected. Chronic 
constipation may also prevent the patient from receiving the 
bene?t of certain needed prescription medications, because 
the medications may have undesirable side effects on an 
already constipated gut. 
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