Statement of the American Physical Therapy Association on Electrical Stimulation for the Treatment of Urinary Incontinence for the Medical and Surgical Procedures Panel 

April 13, 2000

Good morning.  My name is Dr. Julie Pauls.  I am a physical therapist and an Assistant Professor at Texas Woman’s University. I am here on behalf of the American Physical Therapy Association (APTA) and its nearly 69,000 members. I have no current or prior financial interest in any manufacturer whose products are under discussion today.  I am requesting that this testimony along with the attached written comments be provided to the members of the panel and included in the permanent record of this meeting.  

In response to the question of the day: Is scientific evidence adequate?”  The APTA responds that yes, there adequate clinical evidence to support the use of PFES for urinary incontinence.   

The Agency for Healthcare Research and Quality (AHRQ), formerly the Agency for Health Care Policy and Research (AHCPR), is the lead Government agency charged with supporting research designed to improve the quality of health care, reduce its cost, and broaden access to essential services. The Clinical Practice Guideline on Adult Urinary Incontinence published in 1996 by AHCPR established an algorithm for the evaluation and management of urinary incontinence in primary care. The AHCPR guideline states that pelvic floor electrical stimulation has been shown to decrease incontinence in women with stress urinary incontinence and that it may be useful for urge and mixed incontinence. The AHCPR gave a “B” rating, the second highest rating possible, to the strength of scientific evidence supporting these recommendations.  The agency’s criteria for a “B” rating is scientific evidence from properly designed and implemented clinical studies that support the guideline statement.   Because these guidelines were formulated by a neutral Government Agency comprised of healthcare research experts, the APTA strongly urges the Panel to weigh the findings of this report heavily in its deliberations regarding Medicare coverage of pelvic floor electrical stimulation for the treatment of urinary incontinence.    

As you are aware, another assessment of the literature has been done.  At the request of HCFA, Blue Cross and Blue Shield Association completed a technology assessment of the use of pelvic floor electrical stimulation for the treatment of urinary incontinence.  

Some remarkable contrasts exist that should be noted.  For example, while the AHCPR clinical practice guidelines were based on a review of the literature by a panel of 16 leading healthcare and research experts on urinary incontinence, the BCBS tech assessment was authored by one individual with input from others.  While the AHCPR guideline was performed under the auspices of a neutral government agency, the BCBS tech assessment was done by a health insurance association, many of whose members are for-profit organizations. APTA has some concerns with the way this Assessment presents the PFES studies and the results thereof. We believe that with respect to the efficacy of PFES compared to sham-PFES (placebo), this Assessment contains inconsistencies and misrepresentations of those data. It is on the basis of these and other concerns that we would caution the panel against formulating any recommendations solely on this technology assessment.

In reviewing the study by Sand et al, (PFES compared to placebo) the Assessment offers a good deal of conjecture without any justification for statements it makes.  For example, the Assessment suggests an increase in leakage in the placebo group (found not to be statistically significant by the investigators), would have been statistically significant if the sample size was larger; but then suggests that if this increase been found to be significant, that it was not biologically plausible.  In other words, the assessment first hypothesizes that a situation may exist, then declares that it is not biologically plausible.  The assessment goes onto explain that this biologically implausible occurrence might instead have been an artifact due to instability of the measurements of incontinence (i.e., patient diaries) a point the assessment fails to make in criticizing other studies that used the same methodology.  None of these statements in the assessment are supportable by quantifiable methods and, more importantly, none disprove the profound clinical results of the Sand study; that PFES is superior to sham PFES or placebo. 

In the Laycock and Jerwood study, the assessment places emphasis on the findings that the percent of patients cured was not statistically significant (13% for PFES vs. 0% for placebo).  It also emphasizes that the percent of patients showing greater than 50% improvement was not reported.  The assessment chooses to downplay, if not ignore, the profound finding that the PFES group showed a significantly (almost 2½ times) greater decrease in the grams of urine leakage compared to the placebo group (66.3% to 27.1%). 

Anyone who has suffered from urinary incontinence will tell you that decreased leakage is absolutely significant and this study demonstrated how much difference pelvic floor electrical stimulation can make.

In its summary, the assessment concludes that the body of literature does not provide strong and consistent evidence that PFES reduces the frequency and severity of incontinent episodes.  It bases this conclusion on the observation that the studies investigated different parameters of PFES and that the administration of the interventions varied.

While it is true that the studies did investigate various parameters of frequency, duration, intensity, and location, the literature clearly shows PFES to be superior to placebo.  However, studies by Bo et al and by Olah et al, while confirming these findings also suggested that the positive effects of PFES may be similar to that obtained from a structured pelvic muscle exercise program.  But there is considerable difference between "no effect" versus "no better than". The important issue here, which is missing from the Assessment, is whether it is appropriate, worth the extra time, equipment, and effort to employ PFES while other, less extensive ways can frequently, but not always, accomplish the same outcome. That "conclusion" is missing, while we read instead that PFES is “ineffective.” Clearly the assessment draws a conclusion that is not supportable by an objective analysis of the literature.

PFES has been shown effective and is a particularly useful intervention in those patients who are not capable of a voluntary muscle contraction.  For these reasons, PFES is a valuable adjunctive intervention and should be covered under the Medicare program. 

With the increased frequency of urinary incontinence in the aging American public, APTA believes that it is imperative that Medicare heavily rely on the medical and research experts of the AHRQ, a neutral Government Agency.  In closing, APTA urges the Panel to adopt a recommendation for utilization of PFES for the treatment of urinary incontinence at a level 3 category of effectiveness.  We do so for the following reasons:   (1) clinically, there is adequate evidence to conclude that PFES is effective. (2) because its efficacy is supported with valid and reliable scientific literature recognized by a panel of experts; and (3) because of the profound benefit it can provide to needy Medicare beneficiaries who suffer from this condition. 
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