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Description

Fecal incontinence (FI) is the inability to control the release of fecal matter, which can cause significant 
embarrassment, social isolation and reduced quality of life (QOL).  It is thought that from 1% to 7% of the otherwise 
healthy adult population are affected, but the total may be higher, as some patients may be hesitant to obtain 
treatment out of embarrassment.  Causes are many, including damage or injury to the anal sphincter or the nerves 
surrounding it, prior anal surgery, certain medications, poor dietary habits, prior radiation or chemotherapy, spinal 
cord injury, and certain diseases such as diabetes.

Medical treatment of FI is aimed at the underlying cause, relieving such issues as fecal impaction, laxative abuse, 
celiac disease, diabetes, employing medication, dietary changes, bulking agents, pelvic floor strengthening exercises, 
and in some cases anal plugs.  Surgical sphincteroplasty is effective in patients with a primary sphincter defect.  An 
artificial bowel sphincter device has also been used on selected patients.  Rarely a diverting colostomy may be done.

Where conservative treatment has failed three less invasive surgical interventions have been studied:  sacral nerve 
stimulation, transanal radiofrequency therapy, and injection of bulking agents such as Solesta®.

Sacral nerve stimulation has been investigated as a treatment for fecal incontinence in adults and children, owing to 
the success of sacral nerve stimulation (SNS) as a treatment for urinary urge incontinence and frequency-urgency 
syndrome.  The electrical impulses cause a lifting and tightening of the anus and contraction of the external sphincter.  
The implantation of the neurostimulator is a two-phase process.  The first phase consists of a trial period of from 8 
days to three weeks wherein the electrode is percutaneously implanted and attached to an externally worn pulse 
generator.  If the patient experiences a reduction in FI episodes of at least half within a typical week he or she would 
likely benefit from permanent implantation of a sacral neurostimulator.  This is the only bowel control treatment that 
allows prediction of a long-term successful outcome.  Sacral neuromodulation is intended as a second-line therapy in 
patients with chronic FI who have not responded adequately to medical therapies or who are not candidates for 
surgical intervention.

Transanal radiofrequency therapy, also known as the Secca® procedure, relies on controlled heating of the tissue of 
the anal sphincter.  The surgeon inserts the front end of a handpiece connected to a control unit into the anus and 
applies the current.  The tissue is rapidly heated to 85°C.  The catheter is repositioned and another area is treated, 
and the process repeated until the entire sphincter has been treated.  The procedure takes approximately an hour.  It 
is believed the Secca® procedure works by remodeling and thickening of the sphincter tissue.

Biocompatible bulking agents are also being proposed as an option for treating fecal incontinence (FI) that has not 
responded to conservative treatments.  Solesta (Q-Med AB, Sweden) is an example of an injectable bulking agent, 
composed of microspheres of dextran polysaccharides, cross-linked to form a three-dimensional network, with 
stabilized sodium hyaluronate.  The dextranomer microspheres are 80-250 millimeters in diameter, large enough to 
minimize the risk of distant migration, and they promote fibroblast and collagen growth, which is intended to augment 
the patient’s anal sphincter function.  The hyaluronic acid component is a viscous agent that acts as a carrier of the 



spheres for administration by submucosal transanal injection.  Using anoscopy, the surgeon makes a total of four 
injections, one per quadrant of the submucosa, slightly above the dentate line.

Policy

Sacral nerve stimulation is considered medically necessary for the treatment of fecal incontinence (see Policy 
Guidelines)

Transanal radiofrequency therapy (Secca® procedure) is considered experimental / investigational as it does not 
meet TEC criteria # 2-5.

The use of injectable bulking agents such as Solesta® to treat fecal incontinence is considered not medically 
necessary. 

Policy Guidelines

Sacral nerve stimulation

Sacral nerve stimulator implantation may be considered appropriate for patients who meet the following criteria:

• Incontinent episodes averaging 2 or more per week for 6 consecutive months or for 12 consecutive months 
following vaginal childbirth;

• There is a documented failure of or intolerance to conservative treatment (diet modification, medications, 
bulking agents, pelvic exercises);

• The patient is an appropriate surgical candidate.

Rationale:

1.  The technology must have final approval from the appropriate U.S. government regulatory bodies:  

The Interstim® sacral nerve stimulation system (Medtronic, Inc.) received FDA approval originally in 1997 for urinary 
urge incontinence.  A second premarket application approval (PMA) was granted in March of 2011 as a device for the 
treatment of fecal incontinence in patients who have failed or who could not tolerate conservative, noninvasive 
therapies.

2.   The scientific evidence must permit conclusions concerning the effect on health outcomes:  

Overall there have been a small number of studies regarding safety and efficacy of SNS for FI.  Of these, several are 
of sufficient quality of design to permit conclusions regarding patient outcomes in the adult population.  A comparative 
study by Tjandra et al (2008) randomized 120 patients to Interstim® therapy (n=53) or optimum medical therapy as 
the control group (n=60).  The authors reported significant improvements in measures of anorectal manometry, 
quality of life index, and Wexner incontinence scores, with 25 achieving complete bowel control.  There were no 
significant improvements in the control patients during the study period.  A large prospective multicenter study by 
Wexner and colleagues (2010) demonstrated treatment success as defined by at least a 50% reduction in 
incontinence episodes in 83% of the patients at 12 months, which was sustained at two years in 85% (n=112).  In a 
subsequent study of this same population, Mellgren et al (2011) reported on long-term outcomes.  At 3 years follow-
up, 86% of the patients maintained a >50% reduction in FI episodes on a weekly basis.  A meta-analysis by Tan and 
colleagues examined a total of 34 studies (n=665).  A total of 28 studies reported a decrease in the number of FI 
episodes per week after the procedure with follow-up periods of 2 to 35 weeks.  Nine studies indicated that there was 
a significant increase in the ability to defer defecation.  This analysis reported an overall complication rate of 15%, of 
which 3% required explanation of the device.

There is very little published data on SNS for FI in the pediatric population.  The available studies are small, 
uncontrolled, with mixed populations involving urinary and fecal incontinence in the same study group.  Such 
evidence does not permit conclusions regarding the health outcomes in this age group.

3.  The technology must improve the net health outcome:  

Adverse events reported in the literature most commonly involve pain or discomfort and/or infection at the insertion 
site.  Infection rates have generally been reported at 2% to 5%, although the Wexner study reported 10.8%.  Revision 
rates have ranged from 10% to 33% primarily for pain at the site or lead migration.  Results of nine studies evaluating 



the safety and effectiveness of the SNS have demonstrated significant therapeutic effects in both subjective and 
objective performance measures.

4.  The technology must be as effective as any established alternatives:  

The SNS is intended as a second-line therapy in adults with chronic FI who have not responded favorably to medical 
therapy or are not candidates for conservative treatment.  There are other alternatives such as injection of bulk 
material into the sphincter, but there have been no direct comparison studies. 

5.  The improvement must be attainable outside the investigational settings: 

Owing to the known success of the sacral nerve stimulator outside the investigational settings for urinary 
incontinence, and the success in treating fecal incontinence in the investigational settings it is reasonable to expect 
improvement in outcomes outside investigational settings.

Transanal radiofrequency therapy (2012):

1.  The technology must have final approval from the appropriate U.S. government regulatory bodies:  

The Secca® System (Mederi Therapeutics) is considered a Class II medical device by the FDA under the 510(k) 
process and is classified as an electrosurgical cutting and coagulation device.  According to the 510(k) summary, 
Secca® is indicated "specifically in the treatment of fecal incontinence in those patients with incontinence to solid or 
liquid stool at least once per week and who have failed more conservative therapy".  It received a 510(k) clearance in 
March of 2002, originally granted to Curon Medical, Inc. which filed for bankruptcy in November of 2006.  The assets 
of Curon were acquired by Mederi in 2008, and Mederi subsequently re-introduced the Secca® to the market.

2.   The scientific evidence must permit conclusions concerning the effect on health outcomes:  

The evidence supporting transanal radiofrequency therapy is sparse, consisting of small, uncontrolled prospective 
case series.  The largest, Efron et al (2003) evaluated 50 patients with chronic fecal incontinence, using the 
Cleveland Clinic Florida fecal incontinence score (CCF-FI) as the method of assessing subjective patient outcomes.  
The study reported a significant improvement in the CCF-FI score from baseline up to 6 months after treatment.  
Other studies reported similar results, but these were all uncontrolled series involving a study group of 20 patients or 
less.  The available studies reported subjective improvements in incontinence scores and quality of life scores, the 
changes were statistically significant, but in these small study groups it could not be determined whether the changes 
after the procedure reached clinical significance.  Without controls, a placebo effect could not be ruled out. Studies 
such as these reporting favorable results would support a well-designed, randomized, double-blind, sham-controlled 
trial with a significant study cohort, but do not in themselves permit conclusions regarding the effect of the Secca® 
procedure on patient outcomes.   

3.  The technology must improve the net health outcome:  

Complications reported in the studies occurred in a small percentage of patients, were minor in nature, and mostly 
related to pain or bleeding, and less commonly mucosal ulcers and tears in the anoderm.  Based on this limited 
evidence transanal radiofrequency ablation appears to be relatively safe.  However, the available evidence is 
insufficient to establish efficacy.  Therefore, it is not known whether the procedure improves the net health outcomes.

A 2007 practice guideline issued by the Standards Practice Task Force of the American Society of Colon and Rectal 
Surgeons states the procedure may be useful for properly selected patients with moderate fecal incontinence.  The 
statement was based on both a low level of evidence with a low level of recommendation.

4.  The technology must be as effective as any established alternatives:  

Alternative treatments for fecal incontinence when conservative therapies have failed include sacral nerve stimulation 
and surgical sphincteroplasty.  There have been no direct comparison studies, and the available data is insufficient to 
determine that transanal radiofrequency therapy is at least as effective as the alternatives.

5.  The improvement must be attainable outside the investigational settings: 

The evidence that the procedure improves net health outcomes has not been established in the investigational 
settings.



Injectable bulking agents (2013):

1.  The technology must have final approval from the appropriate U.S. government regulatory bodies:  

Solesta was approved by the FDA through the premarket approval process as a class III medical device.  The official 
indication is for the treatment of FI in patients 18 years of age and older who have failed conservative therapies such 
as dietary changes, fiber therapy, and antimotility medications.  It is distributed in the U.S. by Salix Pharmaceuticals 
Inc.

2.   The scientific evidence must permit conclusions concerning the effect on health outcomes:  

Evidence of safety and efficacy for injectable bulking agents from the peer-reviewed literature consists of one 
randomized controlled trial and 3 prospective case series, with short follow-up periods from 3 to 20 months.  All of the 
studies were associated with improvements in FI as measured by the number of incontinence-free days, in 44% to 
67% of patients.  However, the improvement was not always clinically significant.  The sham-controlled study 
reported a higher decrease in incontinence-free days in the Solesta® group than in the control group at 3 months, but 
the differences in the two groups were similar at 6 months.  While most adverse events from after treatment with 
Solesta® were mild and transient, there was a low (approx. 4%) incidence of more serious events reported, including 
abscesses, bleeding, and rarely, prostate abscess, perineal abscess, rectal abscess and rectal prolapse, all of which 
resolved with treatment.  The small number of studies is limited by factors such as small sample size and lack of 
controls.  The one randomized controlled trial was well designed but results did not clearly demonstrate that use of 
Solesta® was clinically meaningful.  Overall the evidence does not permit conclusions regarding patient outcomes.

3.  The technology must improve the net health outcome:  

The paucity of evidence, and the low quality of the evidence, is not sufficient to demonstrate that net health outcomes 
are improved. Larger independent randomized, sham-controlled, blinded studies are needed to establish efficacy, 
durability, and safety of the treatment, as well as studies focused on comparison with standard therapies.  Finally, 
there is a need for an examination of patient variables to address which patients will benefit from the therapy in order 
to define patient selection criteria.

4.  The technology must be as effective as any established alternatives:  

There is insufficient evidence to conclude that injectable bulking agents are at least as effective as other approaches 
to incontinence, such as sacral nerve stimulation, surgical sphincteroplasty or artificial sphincter insertion.

5.  The improvement must be attainable outside the investigational settings:

Net improvement has not been established in investigational settings, therefore it is unknown whether improvement 
outside of investigational settings can be expected.

“Services utilizing devices approved through the pre-market approval (PMA) process are designated as not 
medically necessary when not meeting the criteria above.”

2014 Update:

A search of the peer-reviewed literature for minimally invasive interventions for fecal incontinence was performed 
from June 2012 through August 2014.  Findings in the recent literature do not change the conclusions on the 
medically necessary indications for sacral nerve stimulation in the treatment of fecal incontinence.  Transanal 
radiofrequency therapy (Secca® procedure) and injectable bulking agents for the treatment of fecal incontinence 
continue to be experimental / investigational. 

2016 Update:

A search of the peer-reviewed literature for minimally invasive interventions for fecal incontinence was performed 
from September 2014 through November 2016.  Findings in the recent literature do not change the conclusions on 
the medically necessary indications for sacral nerve stimulation in the treatment of fecal incontinence.  Transanal 
radiofrequency therapy (Secca® procedure) and injectable bulking agents for the treatment of fecal incontinence 
continue to be experimental / investigational.  

2018 Update:



A search of the peer-reviewed literature for minimally invasive interventions for fecal incontinence was performed 
from December 2016 through December 2018. Findings in the recent literature do not change the conclusions on the 
medically necessary indications for sacral nerve stimulation in the treatment of fecal incontinence.  Transanal 
radiofrequency therapy (Secca® procedure) for the treatment of fecal incontinence continues to be experimental / 
investigational. Injectable bulking agents for the treatment of fecal incontinence are considered not medically 
necessary.

2021 Update:

A search of the peer-reviewed literature for minimally invasive interventions for fecal incontinence was performed 
from January 2019 through January 2021.  Findings in the recent literature do not change the conclusions on the 
medically necessary indications for sacral nerve stimulation in the treatment of fecal incontinence.  Transanal 
radiofrequency therapy (Secca® procedure) for the treatment of fecal incontinence continues to be experimental / 
investigational. Injectable bulking agents for the treatment of fecal incontinence are considered not medically 
necessary.

Cross References to Related Policies and Procedures

Treatments for Urinary Incontinence, 7.01.041  
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