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Adapted from December, 2010 meeting materials; minutes indicate the staff recommendation was accepted without discussion.

Tibeal Nerve Stimulation for Bladder Incontinence CPT code 64566
1) Description
a. Posterior tibial nerve stimulation (PTNS) is a technique of electrical neuromodulation for the treatment of voiding dysfunction in patients who have failed behavioral and/or pharmacologic therapies.
2) Evidence
a. [bookmark: _GoBack]NICE 2010
i. Current evidence on percutaneous posterior tibial nerve stimulation (PTNS) for overactive bladder (OAB) syndrome shows that it is efficacious in reducing symptoms in the short and medium term. There are no major safety concerns. 
ii. Previous (2006) guidance on urinary incontinence recommended pelvic floor physical therapy and medications as first line therapy before procedures.
iii. A randomized controlled trial (RCT) of 220 patients treated by PTNS or sham reported a moderate or marked improvement in overall bladder symptoms in 55% (60/110) and 21% (23/110) of patients respectively at 13-week follow-up (p < 0.001).
iv. An RCT of 100 patients treated by PTNS or medication reported that 80% (35/44) and 55% (23/42) of patients respectively considered themselves to be cured or improved after 12 weeks of therapy (p = 0.01).
v. The RCT of 100 patients treated by PTNS or medication reported a significant improvement in quality of life scores in both groups, 12 weeks after treatment.
vi. Long-term efficacy has not been established 
3) Other policies
a. BCBS 2010
i. Posterior tibial nerve stimulation for urinary dysfunction, including but not limited to urinary frequency, urgency, incontinence and retention, is considered investigational.
ii. “In conclusion, randomized trials with appropriate control groups are needed to determine the durability and short and long-term effects of PTNS on voiding dysfunction. Evidence from clinical series tends to overestimate treatment effect. These studies do not account for placebo effects or for dropouts by using intent-to-treat analysis. Randomized, controlled, blinded clinical trials are needed to control for the effects of bias and to demonstrate the efficacy of PTNS. Additionally, further randomized trials are needed to determine appropriate treatment periodicity. Clinicaltrials.gov indicates that the OrBIT trial, using PTNS for the overactive bladder, should be completed September, 2008. Results from this trial are not yet published.
4) Other information
a. The current method of posterior tibial nerve stimulation is a proprietary system marketed by Uroplasty
b. Most research studies found were sponsored by Uroplasty
5) Current List
a. 64555 (Percutaneous impantation of neurostimulator electrodes, peripheral nerve) is on the Ancillary List.  
b. Urinary incontinence is located on Line 469 URINARY INCONTINENCE
6) Recommendation
Advice DMAP to add 64566 to the Services Recommended for Non-Coverage Table
i. Questions about long term efficacy
ii. Concerns about proprietary system/sponsored studies
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