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

April 12, 2000

Good morning.  My name is Cynthia Markel Feldt.  I have been practicing as a physical therapist for 14 years and am currently practicing at the Mayo Clinic in Jacksonville, FL.  I specialize in the treatment of urinary incontinence.  I am here on behalf of the American Physical Therapy Association (APTA), which represents nearly 69,000 physical therapists, physical therapist assistants, and students of physical therapy. I have no current or prior financial interest in any manufacturer whose products are under discussion today.  You have this testimony in front of you today and you also should have received a prior statement that includes APTA’s review of the literature

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 guidelines state that pelvic muscle rehabilitation and bladder inhibition using biofeedback therapy are recommended for patients with stress, urge, and mixed UI.  AHCPR gave an “A” rating, the highest rating possible, to the strength of evidence supporting this recommendation. AHCPR’s criteria for an “A” rating are scientific evidence from properly designed and implemented controlled trials providing statistical results that consistently support the guideline statement.   

Because these guidelines were formulated by a neutral government agency comprised of healthcare research experts, the APTA strongly urges the Medical and Surgical Procedures Panel to weigh the findings of this report heavily in its deliberations regarding utilization of biofeedback for the treatment of urinary incontinence in the Medicare population.
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 biofeedback in 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 leading healthcare and research experts, the BCBS tech assessment was authored by one individual.  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.

The BCBS Association’s Assessment reviews research articles which compared pelvic floor muscle exercises (PME) to PME plus EMG biofeedback, for the non-surgical and non-pharmacological treatment of stress, urge, or mixed incontinence. The issue in question today is whether the use of EMG biofeedback confers an added benefit and produces a significant result over the sole administration of PME to justify its use in certain populations with UI.   

The BCBS Assessment identifies a number of clinical studies and then attempts to critique their outcomes (significant differences between treated and “control” groups) based on the “rigor” of each study. 

In its analysis, the assessment concludes that of six controlled trials that were identified in which the above comparisons were made, two trials reported a significantly greater improvement in the biofeedback plus PME group as compared to the PME alone group.  Of the three trials with randomized group assignment, one reported significantly greater improvement in the biofeedback group.  Of the two trials that were judged least prone to bias, neither showed a significant benefit of biofeedback. But of the four trials with potential biases identified, two showed a benefit of biofeedback, one found no significant difference, and one did not report on statistical significance.

It would be ideal if the literature available studied the precise parameters in the precise population under the precise conditions.  Unfortunately, that is rarely the case in clinical research and is not the case here.  The studies available investigated a variety of parameters and did so under differing conditions.  It is important though that as stakeholders in this effort to determine the most reasonable coverage guideline that we are careful that our pursuit of a preference for one kind of evidence not be transformed into an impassable barrier.  

It is important to view the available literature in the aggregate, analyzing the components but not losing perspective of the overall scientific and clinical picture that is created by the parts. Burgio (’98) found that PME + biofeedback to be superior to pharmacologic intervention.  Bump (’91) found that 40% of women cannot do a sufficient voluntary muscle contraction of the pelvic floor; an integral element of any effective urinary incontinence treatment program.  Berghmans (’96) found that patients who received PME + biofeedback made larger improvements quicker than if they received only pelvic floor exercise.  In other words, biofeedback enhances early improvement and recovery.  Burns (’93) found biofeedback to be better than the control group and PFE to be superior to the control group.  The study was criticized because the control group did not receive pelvic floor exercise and because PME + biofeedback was not compared to PME alone.  However, a profound finding which was overlooked if not de-emphasized by the tech assessment was that the strength of the pelvic floor musculature in the biofeedback group was significantly greater than in the group that received pelvic muscle exercise alone.  Moreover, the study suggested that the reduction in urine loss symptoms may be due to a multifactoral approach of biofeedback, pelvic muscle and behavioral techniques including education on anatomy and bladder function.

The foundation of this multifactoral approach is education and biofeedback is a critical and effective tool in educating the patient in ways of gaining meaningful control of and strengthening the muscles of the pelvic floor. Both PME performed under the direction of a professional therapist and PME with biofeedback, require the patient to actively participate in the treatment.  The addition of feedback supplies the patient with visual and audible information indicating the strength of the muscle contraction and the degree to which the exercise is being properly performed. This feedback then aids in the development of the necessary muscle control to improve bladder control, decrease leakage and improve quality of life.   Patients who suffer from urinary incontinence should have this useful tool available to them. 

When this foregoing information is analyzed in the aggregate, and the larger picture is put in perspective, it is clear that biofeedback makes an important contribution to the clinical intervention for patients with urinary incontinence.  It has been proven useful and effective in assisting those women (40% in one study) who are incapable of creating a voluntary muscle contraction of the pelvic floor, a technique critical to improvement and recovery in urinary incontinence.  For these reasons, biofeedback should be recognized as an adjunctive intervention and assigned a ranking of level 2 or 3 in the categories of effectiveness.  The APTA urges the panel to adopt such a recommendation for the reasons addressed in this testimony.

The APTA believes that it is imperative that Medicare heavily rely on the medical and research experts of the AHQR, a neutral Government Agency, rather than the opinion of a single health insurance organization when making such an important decision.  

In closing, the APTA urges the Medical and Surgical Procedure Panel to recommend biofeedback for the treatment of urinary incontinence, and we do so for two overarching reasons:  (1) because its efficacy is supported with valid and reliable scientific literature recognized by a panel of experts; and (2) because of the profound benefit it can provide to needy Medicare beneficiaries who suffer from this condition. 
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