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Good morning. I am Alfred Bent, MD, a practicing obstetrician-gynecologist at the Greater Baltimore Medical Center, Baltimore, Maryland, and a program director of postgraduate courses on the management of urinary incontinence for the American College of Obstetricians and Gynecologists (ACOG). On behalf of ACOG, an organization representing more than 39,000 physicians dedicated to women's health, I appreciate the opportunity to address the Panel. I have no financial interest in the products being discussed, and have traveled at my own expense.

The question is whether there is adequate evidence concerning the effectiveness of pelvic floor electrical stimulation (PFES). The assessment provided by the summary to the Panel has concluded that there is not consistent evidence that PFES reduces frequency and severity of incontinent episodes compared to placebo. We are of the opinion that there is adequate evidence to conclude clinical efficacy, but the statistical certainty is not conclusive.

The AHCPR guidelines (1996) indicated that electrical stimulation (PFES) acts by contracting levator ani, external urethral and anal sphincters, and by a reflex inhibition of the detrusor. The AHCPR panel determined that PFES may be helpful in women with mixed urge and stress incontinence. However, it was considered to be helpful to women with stress incontinence. At the Monaco (1988) meeting, therapy was recommended for the frail, elderly.

Stress Incontinence

The Brubaker (1997) study is near and dear to me, since I was one of the investigators. No beneficial effect was observed in the urodynamic parameters for treatment of stress urinary incontinence in a randomized study comparing PFES to sham. Diary data was not studied. The parameters of were not ideal.   

Sand (1995) in his trial of PFES versus placebo showed clinical efficacy in the treatment group. The report to HCFA was concerned about an age bias, (the sham group mean age was 57.7 years versus placebo of 50.9 years) and severity of incontinence bias (the sham group had more baseline leak episodes). 

Yaminishi (1997) studied men and women using a sham device and observed beneficial results. This study was faulted for possible selection bias due to failure of randomization. 

Of the five trials comparing PFES to placebo evaluated in the report to HCFA, three trials showing efficacy were excluded (including Sand and Yaminishi). The Brubaker trial, which is considered inadequate for urge incontinence because of lack of diary data, was cited here as showing no improvement by urodynamic criteria for PFES compared to sham. The fifth trial found no difference in 44 women, but they had all failed or declined PME.

The only study considered in any detail by the report was that by Bo (1999) which compared PME to PFES, vaginal cones, and a control group. It should come as no surprise that Professor Bo does not use PFES in practice, and discusses PFE as instructed by a trained physical therapist through a structured program. Although the average age of the Bo study patients was 49.6 years, the report to HCFA stated that this study was generalizable to a Medicare population. It should be noted that the mean age of the Yaminishi study (1997) was 63 years, which seems more Medicare age to us than 49 years. 

The biases of the Bo study need clarification. The PME group had training in groups once a week with the physical therapist, had an audio tape with verbal guidance for 12 contractions to use at home, and kept a training diary. The PFES patients were seen monthly and observed by the physical therapist while they were receiving stimulation therapy at their monthly visit. They used their devices for 30 minutes daily. The compliance was 93% in the PFE group compared to 73% in the PFES group. This is not surprising, considering the difference in contact with the PME patients. The baseline stress pad test was 36.6 g for the PME group compared to 56 g for the PFES group. Next, consider the statement that there was a 78% improvement on the pad test for the PME group compared to only 13% for the PFES group. Now this figure was no where to be found in the Bo study. It looks like it was derived in the report to HCFA by comparing the change in the stress pad test after treatment to the baseline pad test measurement, which for PME was 30.2 g/36.6 (82.5%) and for PFES 7.4g/56 (13.2%). This is not a common statistical method to my knowledge. Finally, just to show the extreme success Professor Bo presents in her studies on PME, we can look at objective cure, which was 11/25 patients for PME and 7/25 for PFES, not really that much different. We can look at subjective cure or improved, and see that PME was 92% and PFES 64%. Considering that the Monaco consensus was that 65 to 75 % of patients receiving PME improve in the short term, the results of PFES and vaginal cones are adequate, while that for PME is off the chart.

Urge Incontinence

Brubaker (1997) showed a significant benefit of PFES for patients with detrusor instability by resolution of the condition on urodynamic testing. This kind of finding is almost never able to be found in evaluating treatment protocols for urge incontinence. It should be considered the gold standard, but it was excluded in the report to HCFA, because diary data was not reported. It is also the largest overall study on electrical stimulation compared with sham devices. Yaminishi (2000) reported on 68 patients randomly assigned with 32 receiving treatment and 28 sham. Efficacy was evaluated by a frequency/volume chart and urodynamic testing. The active group had 81% improvement and the sham had 32%. There are no dissenting studies to offset these two studies showing beneficial effect.

Conclusion

ACOG  concludes that the evidence regarding clinical efficacy of PFES in  treating stress, urge, and mixed incontinence is adequate to draw conclusions, and the answer is "yes, there is clinical efficacy". There must be an allowance for patients to receive monitored home therapy with home electrical stimulation units. They are convenient, have no side effects, and can be used in the comfortable environment of the home avoiding travel to the physician's office and time away from work. This therapy should consist of 12 to 20 weeks of treatment, with consideration for a maintenance program. 

We are not treating a statistical condition, but are interacting with a clinical condition that threatens as many as 30 to 50% of our older Medicare patients. We have to be able to present our elderly patients with viable conservative options for treating their incontinence, other than drugs and surgery. The Panel has a major responsibility in deciding to help the progress of our patients toward continence. I urge you to consider the impact of your decisions.
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