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Related Policies: 1.01.17 Pelvic Floor Stimulation as a
Treatment of Urinary and Fecal Incontinence
2.01.58 Transanal Radiofrequency Treatment of Fecal
Incontinence
7.01.19 Injectable Bulking Agents for the Treatment of Urinary
and Fecal Incontinence
7.01.29 Percutaneous Electrical Nerve Stimulation and
Percutaneous Neuromodulation Therapy

Percutaneous Tibial Nerve Stimulation
Description
Percutaneous tibial nerve stimulation (PTNS; also known as posterior tibial nerve stimulation) is a
technique of electrical neuromodulation used primarily for treating voiding dysfunction.

FDA REGULATORY STATUS
In July 2005, the Urgent® PC Neuromodulation System was the initial device cleared for marketing by
FDA through the 510(k) process for PTNS to treat patients suffering from urinary urgency, urinary
frequency, and urge incontinence. Additional percutaneous tibial nerve stimulators have been cleared for
marketing through the 510(k) process. They are listed in Table 1.
The Urgent® PC Neuromodulation System and NURO™ Neuromodulation System are not FDA-cleared
for other indications, such as the treatment of fecal incontinence.
There is developing wireless technology for the treatment of overactive bladder, approved in Europe.
BlueWind (BlueWind Medical) is a wireless, battery-less, miniature implantable neurostimulator that is
activated by an external device worn at the ankle.
Table 1 FDA-Cleared Percutaneous Tibial Nerve Stimulators (FDA Product Code: NAM)
Device Name
Urgent® PC
Neuromodulation System
Urgent® PC
Neuromodulation System
Urgent® PC
Neuromodulation System
Urgent® PC
Neuromodulation System
NURO™ Neuromodulation
System

Manufacturer
Uroplasty, now
Cogentix Medical
Uroplasty, now
Cogentix Medical
Uroplasty, now
Cogentix Medical
Uroplasty, now
Cogentix Medical
Advanced UroSolutions, now
Medtronic
FDA: Food and Drug Administration.

Cleared
Oct 2005

510(k)
K052025

Jul 2006

K061333

Aug 2007

K071822

Oct 2010

K101847

Nov 2013

K132561

Indications
Indicated for treatment of urinary urgency, urinary
frequency, and urge incontinence
FDA determined the 70% isopropyl alcohol prep pad
contained in the kit is subject to regulation as a drug
Labeling update, intended use is unchanged
Intended use statement adds the diagnosis of
overactive bladder
Intended to treat patients with overactive bladder and
associated symptoms of urinary urgency, urinary
frequency, and urge incontinence

Original Policy Date: June 2012

Page:

1

The policies contained in the FEP Medical Policy Manual are developed to assist in administering contractual benefits and do not constitute medical
advice. They are not intended to replace or substitute for the independent medical judgment of a practitioner or other health care professional in the
treatment of an individual member. The Blue Cross and Blue Shield Association does not intend by the FEP Medical Policy Manual, or by any
particular medical policy, to recommend, advocate, encourage or discourage any particular medical technologies. Medical decisions relative to medical
technologies are to be made strictly by members/patients in consultation with their health care providers. The conclusion that a particular service or
supply is medically necessary does not constitute a representation or warranty that the Blue Cross and Blue Shield Service Benefit Plan covers (or
pays for) this service or supply for a particular member.

Effective Policy Date: December 2012

Page:

2 of 5
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POLICY STATEMENT
Percutaneous tibial nerve stimulation for an initial 12-week course is considered medically necessary for
individuals with non-neurogenic urinary dysfunction including overactive bladder who have both:
•
•

failed behavioral therapy following an appropriate duration of 8 to 12 weeks without meeting
treatment goals; and
failed pharmacologic therapy following 4 to 8 weeks of treatment without meeting treatment goals.

Maintenance therapy using monthly percutaneous tibial nerve stimulation is considered medically
necessary for individuals following a 12-week initial course of percutaneous tibial nerve stimulation that
resulted in improved urinary dysfunction meeting treatment goals.
Percutaneous tibial nerve stimulation is considered investigational for all other indications, including but
not limited to the following:
•
•

Neurogenic bladder dysfunction
Fecal incontinence.

POLICY GUIDELINES
Patients may be considered to have failed behavioral therapies following an appropriate duration of 8 to
12 weeks without meeting treatment goals (Gormley et al [2015]).
Patients may be considered to have failed pharmacologic therapies following 4 to 8 weeks of treatment
without meeting treatment goals (Gormley et al [2015]).
Annual evaluation by a physician may be performed to ensure efficacy is continuing for maintenance
percutaneous tibial nerve stimulation treatments.

BENEFIT APPLICATION
Experimental or investigational procedures, treatments, drugs, or devices are not covered (See General
Exclusion Section of brochure).

RATIONALE
Summary of Evidence
For individuals who have non-neurogenic urinary dysfunction including OAB who have failed behavioral
and pharmacologic therapy who receive an initial course of PTNS, the evidence includes randomized
sham-controlled trials, RCTs with an active comparator, and systematic reviews. Relevant outcomes are
symptoms, change in disease status, functional outcomes, quality of life, and treatment-related morbidity.
The SUmiT and the OrBIT trials are 2 key industry-sponsored RCTs. Systematic reviews that include
these trials and other published trials have found short-term improvements with PTNS. The largest,
highest quality study was the double-blinded, sham-controlled SUmiT trial. It reported a statistically
significant benefit of PTNS vs sham at 12 weeks. In an additional small sham-controlled trial, a 50%
reduction in urge incontinent episodes was attained in 71% of PTNS group compared with 0% in the
sham group. The nonblinded OrBIT trial found that PTNS was noninferior to medication treatment at 12
weeks. Adverse events were limited to local irritation effects. The evidence is sufficient to determine that
the technology results in a meaningful improvement in the net health outcome.
For individuals who have OAB syndrome that has failed behavioral and pharmacologic therapy who
respond to an initial course of PTNS who receive maintenance PTNS, the evidence includes
observational studies and systematic reviews. Relevant outcomes are symptoms, change in disease
status, functional outcomes, quality of life, and treatment-related morbidity. The SUmiT and the OrBIT
trials each included extension studies that followed individuals who responded to the initial course of
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PTNS and continued to receive periodic maintenance therapy. There is variability in the interval between
and frequency of maintenance treatments, and an optimal maintenance regimen remains unclear. There
are up to 36 months of observational data available, reporting that there is a durable effect for some of
these patients. While comparative data are not available after the initial 12-week treatment period, the
observational data support a clinically meaningful benefit for use in individuals who have already failed
behavioral and pharmacologic therapy and who respond to the initial course of PTNS. PTNS may allow
such individuals to avoid more invasive interventions. Adverse events appear to be limited to local
irritation for both short and long-term PTNS use. The evidence is sufficient to determine that the
technology results in a meaningful improvement in the net health outcome.
For individuals who have neurogenic bladder dysfunction who receive PTNS, the evidence includes
several RCTs and a systematic review of RCTs and observational data. Relevant outcomes are
symptoms, change in disease status, functional outcomes, quality of life, and treatment-related morbidity.
Only a few RCTs evaluating tibial nerve stimulation for treating neurogenic bladder have been published
to date, and all but one performed transcutaneous stimulation rather than PTNS. Studies varied widely in
factors, such as the study populations and comparison interventions. Study findings have not reported
that tibial nerve stimulation significantly improved incontinence symptoms and other outcomes. The
evidence is insufficient to determine the effects of the technology on health outcomes.
For individuals who have fecal incontinence who receive PTNS, the evidence includes several RCTs and
systematic reviews. Relevant outcomes are symptoms, change in disease status, functional outcomes,
quality of life, and treatment-related morbidity. The available RCTs have not found a clear benefit of
PTNS. Neither of the sham-controlled trials found that active stimulation was superior to sham for
achieving the primary outcome, at least a 50% reduction in mean weekly fecal incontinence episodes.
The larger sham-controlled randomized trial did find a significantly greater decrease in the absolute
number of weekly incontinence episodes in the active treatment group, but the overall trial findings did not
suggest the superiority of PTNS over sham treatment. Systematic reviews have not conducted pooled
analyses. The evidence is insufficient to determine the effects of the technology on health outcomes.

SUPPLEMENTAL INFORMATION
Practice Guidelines and Position Statements
American Urological Association et al
The American Urological Association and the Society of Urodynamics, Female Pelvic Medicine &
Urogenital Reconstruction (2015) published guidelines on the diagnosis and treatment of non-neurogenic
29
overactive bladder in adults. The guidelines included a statement that clinicians may offer percutaneous
tibial nerve stimulation (PTNS) as a third-line treatment option in carefully selected patients. The
statement carried a grade C rating, indicating that the balance of benefits and risks/burdens are
uncertain. (This is a revised version of a 2012 guideline; the statement on PTNS did not change).
American College of Obstetricians and Gynecologists
The 2015 American College of Obstetricians and Gynecologists practice bulletin on the treatment of
30
urinary incontinence in women did not address PTNS or other types of nerve stimulation.

U.S. Preventive Services Task Force Recommendations
Not applicable.

Medicare National Coverage
There is no national coverage determination (NCD). In the absence of an NCD, coverage decisions are
left to the discretion of local Medicare carriers.
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POLICY HISTORY
Date
December 2012
September 2013

Action
New Policy
Update Policy

September 2014

Update Policy

September 2015

Update Policy

June 2016

Update Policy

June 2018

Update Policy

Description
Policy updated with literature review. References 5, 6, 8-10, 12-15, 17
and 20 added; other references renumbered or removed. Policy
statement unchanged.
Policy updated with literature review; reference 1 added, 5 updated;
policy statement unchanged.
Policy updated with literature review; Title changed to “Percutaneous
Tibial Nerve Stimulation.” “Posterior” changed to “percutaneous” in
existing policy statement. Policy statement edited to not medically
necessary for all indications with bullet points for urinary and fecal
incontinence. Reference 17-19 added.
Policy updated with literature review through November 30, 2015;
references 15, 17, 19-25, 27-28, and 30-31 added. Policy statements
unchanged.
Policy updated with literature review through September 15, 2017;
reference 18 added; reference 31 updated. Revised policy statements
for use of PTNS in OAB syndrome that has failed behavioral and
pharmacologic therapy. In these patients, PTNS is considered medically
necessary as an initial course of therapy and maintenance therapy for
individuals who respond to initial course. Percutaneous tibial nerve
stimulation changed from not medically necessary to investigational (due
to FDA 510k approval status) for all other indications, including but not
limited to the following: Neurogenic bladder dysfunction; Fecal
incontinence.
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