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Non-Discrimination Statement and Multi-Language Interpreter Services information are located at 
the end of this document. 
 
Coverage for services, procedures, medical devices and drugs are dependent upon benefit 
eligibility as outlined in the member's specific benefit plan. This Evidence-Based Criteria must be 
read in its entirety to determine coverage eligibility, if any. 
 
This Evidence-Based Criteria provides information related to coverage determinations only and 
does not imply that a service or treatment is clinically appropriate or inappropriate. The provider 
and the member are responsible for all decisions regarding the appropriateness of care. Providers 
should provide BCBSAZ complete medical rationale when requesting any exceptions to these 
guidelines. 
 
The section identified as “Description” defines or describes a service, procedure, medical device 
or drug and is in no way intended as a statement of medical necessity and/or coverage. 
 
The section identified as “Criteria” defines criteria to determine whether a service, procedure, 
medical device or drug is considered medically necessary or experimental or investigational. 
 
State or federal mandates, e.g., FEP program, may dictate that any drug, device or biological 
product approved by the U.S. Food and Drug Administration (FDA) may not be considered 
experimental or investigational and thus the drug, device or biological product may be assessed 
only on the basis of medical necessity. 
 
Evidence-Based Criteria are subject to change as new information becomes available. 
 
For purposes of this Evidence-Based Criteria, the terms "experimental" and "investigational" are 
considered to be interchangeable. 
 
BLUE CROSS®, BLUE SHIELD® and the Cross and Shield Symbols are registered service marks 
of the Blue Cross and Blue Shield Association, an association of independent Blue Cross and 
Blue Shield Plans. All other trademarks and service marks contained in this guideline are the 
property of their respective owners, which are not affiliated with BCBSAZ. 
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Description:  
 
Percutaneous tibial nerve stimulation (PTNS; also known as posterior tibial nerve stimulation) is an 
electrical neuromodulation technique used primarily for treating voiding dysfunction. Subcutaneous tibial 
nerve stimulation via an implantable peripheral neurostimulator is an alternate technique for treating 
urgency urinary incontinence associated with overactive bladder syndrome.   
 
Voiding Dysfunction 
Common causes of non-neurogenic voiding dysfunction are pelvic floor neuromuscular changes (e.g., 
from pregnancy, childbirth, surgery), inflammation, medication (e.g., diuretics, anticholinergics), obesity, 
and psychogenic factors. Overactive bladder is a non-neurogenic voiding dysfunction characterized by 
urinary frequency, urgency, urge incontinence, and nonobstructive retention. 
 
Neurogenic bladder dysfunction is caused by neurologic damage in individuals with multiple sclerosis, 
spinal cord injury, detrusor hyperreflexia, or diabetes with peripheral nerve involvement. The symptoms 
include overflow incontinence, frequency, urgency, urge incontinence, and retention. 
 
Treatment 
Approaches to the treatment of incontinence differentiate between urge incontinence and stress 
incontinence. Conservative behavioral management such as lifestyle modification (e.g., dietary changes, 
weight reduction, fluid management, smoking cessation) along with pelvic floor exercises and bladder 
training are part of the initial treatment of overactive bladder symptoms and both types of incontinence. 
Pharmacotherapy is another option, and different medications target different symptoms. Some 
individuals experience mixed incontinence. 
 
If behavioral therapies and pharmacotherapy are unsuccessful, percutaneous tibial nerve stimulation 
(PTNS), sacral nerve stimulation, or botulinum toxin may be recommended. 
 
Individuals may be considered to have failed behavioral therapies following an appropriate duration of 8 
to 12 weeks without meeting treatment goals. 
 
Individuals may be considered to have failed pharmacologic therapies following 4 to 8 weeks of treatment 
without meeting treatment goals. 
 
Annual evaluation by a physician may be performed to ensure efficacy is continuing for maintenance 
percutaneous tibial nerve stimulation treatments. 
 
Percutaneous Tibial Nerve Stimulation 
The current indication cleared by the U.S. Food and Drug Administration (FDA) for PTNS is overactive 
bladder and associated symptoms of urinary frequency, urinary urgency, and urge incontinence. 
 
Altering the function of the posterior tibial nerve with PTNS is believed to improve voiding function and 
control. The mechanism of action is believed to be retrograde stimulation of the lumbosacral nerves (L4-
S3) via the posterior tibial nerve located near the ankle. The lumbosacral nerves control the bladder 
detrusor and perineal floor. 
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Administration of PTNS consists of inserting a needle above the medial malleolus into the posterior tibial 
nerve followed by the application of low-voltage (10 mA, 1-10 Hz frequency) electrical stimulation that 
produces sensory and motor responses as evidenced by a tickling sensation and plantarflexion or fanning 
of all toes. Noninvasive PTNS has also been delivered with transcutaneous or surface electrodes. The 
recommended course of treatment is an initial series of 12 weekly office-based treatments followed by an 
individualized maintenance treatment schedule.  
 
Percutaneous tibial nerve stimulation is less invasive than traditional sacral nerve neuromodulation, which 
has been successfully used to treat urinary dysfunction but requires implantation of a permanent device. 
In sacral root neuromodulation, an implantable pulse generator that delivers controlled electrical impulses 
is attached to wire leads that connect to the sacral nerves, most commonly the S3 nerve root that 
modulates the neural pathways controlling bladder function. 
 
Percutaneous tibial nerve stimulation has also been proposed as a treatment for non-neurogenic and 
neurogenic bladder syndromes and fecal incontinence. 
 
Subcutaneous Tibial Nerve Stimulation   
The current indication approved by the FDA for subcutaneous tibial nerve stimulation (STNS) is urgency 
urinary incontinence in individuals who are intolerant or who have had an inadequate response to more 
conservative treatments or who have undergone a successful trial of PTNS. STNS is administered 
through a coin-sized leadless battery-powered implant. STNS offers a less invasive alternative to 
traditional sacral nerve neuromodulation and offers a convenient delivery system for automated 
treatments without the need for chronic outpatient PTNS treatment sessions. 
 
FDA cleared percutaneous tibial nerve stimulator devices include the Urgent® PC Neuromodulation 
System, NURO™ Neuromodulation System, Vivally® Wearable Neuromodulation System, and ZIDA 
Wearable Neuromodulation System.  The eCoin® Peripheral Neurostimulator System is an FDA cleared 
subcutaneous tibial nerve stimulation implant.  
 
 
Criteria: 
 
 Percutaneous tibial nerve stimulation (PTNS) for an initial 12-week course for individuals with  

non-neurogenic urinary dysfunction including overactive bladder is considered medically necessary 
with documentation of ALL of the following: 

 
1. Failed behavioral therapy following an appropriate duration of 8 to 12 weeks without meeting 

treatment goals 
 
2. Failed pharmacologic therapy following 4 to 8 weeks of treatment without meeting treatment 

goals 
 
 Maintenance therapy using monthly percutaneous tibial nerve stimulation for individuals following a 

12-week initial course of percutaneous tibial nerve stimulation that resulted in improved urinary 
dysfunction meeting treatment goals is considered medically necessary.  
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 Percutaneous tibial nerve stimulation for all other indications not previously listed or if above criteria 

not met is considered experimental or investigational when any ONE or more of the following 
criteria are met:  

 
1. Lack of final approval from the appropriate governmental regulatory bodies (e.g., Food and Drug 

Administration); or 
2. Insufficient scientific evidence to permit conclusions concerning the effect on health outcomes; or 
3. Insufficient evidence to support improvement of the net health outcome; or 
4. Insufficient evidence to support improvement of the net health outcome as much as, or more 
 than, established alternatives; or 
5. Insufficient evidence to support improvement outside the investigational setting. 

 
 These indications include, but are not limited to: 
 

▪ Neurogenic bladder dysfunction 
▪ Fecal incontinence 

 
 Subcutaneous tibial nerve stimulation delivered by an implantable peripheral neurostimulator system 

(e.g., eCoin®) for individuals with non-neurogenic urinary dysfunction including overactive bladder is 
considered experimental or investigational when any ONE or more of the following criteria are met:  

 
1. Lack of final approval from the appropriate governmental regulatory bodies (e.g., Food and Drug 

Administration); or 
2. Insufficient scientific evidence to permit conclusions concerning the effect on health outcomes;  
3. Insufficient evidence to support improvement of the net health outcome; or 
4. Insufficient evidence to support improvement of the net health outcome as much as, or more 

than, established alternatives; or 
5. Insufficient evidence to support improvement outside the investigational setting. 

 
 
Resources:  
 
Literature reviewed 10/01/24. We do not include marketing materials, poster boards and non-
published literature in our review. 
 
1. ACOG Practice Bulletin No. 155: Urinary Incontinence in Women. Obstet Gynecol. Nov 

2015;126(5):e66-e81. doi:10.1097/AOG.0000000000001148 
 
2. Bharucha AE, Rao SSC, Shin AS. Surgical Interventions and the Use of Device-Aided Therapy 

for the Treatment of Fecal Incontinence and Defecatory Disorders. Clin Gastroenterol Hepatol. 
Dec 2017;15(12):1844-1854. doi:10.1016/j.cgh.2017.08.023 
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3. Boudaoud N, Binet A, Line A, et al. Management of refractory overactive bladder in children by 

transcutaneous posterior tibial nerve stimulation: A controlled study. J Pediatr Urol. Jun 
2015;11(3):138 e1-10. doi:10.1016/j.jpurol.2014.09.013 

 
4. Burton C, Sajja A, Latthe PM. Effectiveness of percutaneous posterior tibial nerve stimulation for 

overactive bladder: a systematic review and meta-analysis. Neurourol Urodyn. Nov 
2012;31(8):1206-16. doi:10.1002/nau.22251 

 
5. Cameron AP, Chung DE, Dielubanza EJ, et al. The AUA/SUFU Guideline on the Diagnosis and 

Treatment of Idiopathic Overactive Bladder. J Urol. Jul 2024;212(1):11-20. 
doi:10.1097/JU.0000000000003985  

 
6. Coolen RL, Groen J, Scheepe JR, Blok BFM. Transcutaneous Electrical Nerve Stimulation and 

Percutaneous Tibial Nerve Stimulation to Treat Idiopathic Nonobstructive Urinary Retention: A 
Systematic Review. Eur Urol Focus. Sep 2021;7(5):1184-1194. doi:10.1016/j.euf.2020.09.019 

 
7. Edenfield AL, Amundsen CL, Wu JM, Levin PJ, Siddiqui NY. Posterior tibial nerve stimulation for 

the treatment of fecal incontinence: a systematic evidence review. Obstet Gynecol Surv. May 
2015;70(5):329-41. doi:10.1097/OGX.0000000000000171 

 
8. Eftekhar T, Teimoory N, Miri E, Nikfallah A, Naeimi M, Ghajarzadeh M. Posterior tibial nerve 

stimulation for treating neurologic bladder in women: a randomized clinical trial. Acta Med Iran. 
2014;52(11):816-21.  

 
9. Finazzi-Agro E, Petta F, Sciobica F, Pasqualetti P, Musco S, Bove P. Percutaneous tibial nerve 

stimulation effects on detrusor overactivity incontinence are not due to a placebo effect: a 
randomized, double-blind, placebo controlled trial. J Urol. Nov 2010;184(5):2001-6. 
doi:10.1016/j.juro.2010.06.113 

 
10. Gaspard L, Tombal B, Opsomer RJ, Castille Y, Van Pesch V, Detrembleur C. [Physiotherapy and 

neurogenic lower urinary tract dysfunction in multiple sclerosis patients: a randomized controlled 
trial]. Prog Urol. Sep 2014;24(11):697-707. Kinesitherapie et symptomes du bas appareil urinaire 
chez des patients atteints de la sclerose en plaques : etude controlee randomisee. 
doi:10.1016/j.purol.2014.05.003 

 
11. Gaziev G, Topazio L, Iacovelli V, et al. Percutaneous Tibial Nerve Stimulation (PTNS) efficacy in 

the treatment of lower urinary tract dysfunctions: a systematic review. BMC Urol. Nov 25 
2013;13:61. doi:10.1186/1471-2490-13-61 

 
12. George AT, Kalmar K, Sala S, et al. Randomized controlled trial of percutaneous versus 

transcutaneous posterior tibial nerve stimulation in faecal incontinence. Br J Surg. Feb 
2013;100(3):330-8. doi:10.1002/bjs.9000 
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percutaneous tibial nerve stimulation in the treatment of chronic nonobstructive urinary retention: 
A systematic review. Neurourol Urodyn. Jun 2021;40(5):1078-1088. doi:10.1002/nau.24694 

 
16. Horrocks EJ, Chadi SA, Stevens NJ, Wexner SD, Knowles CH. Factors Associated With Efficacy 
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