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Switchboard at 202.224.3121. 
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New Hanpshire Ave., Silver Spring, MD 20993 

SAMPLE LETTER 

I am writing to encourage you to support Uromedica’s petition to the FDA to allow its Adjustable 

Continence Therapy (ACT®) device to be made available at least to women who have failed 

previous surgery for stress urinary incontinence and are still leaking urine, on the condition that 

a post-market trial is commenced immediately using existing patients to derive still more 

outcomes data in a comparative study. 

At least a third of all women undergoing surgery for SUI – with or without mesh implants – find 

themselves in ten years or less in need of repeat surgery because of renewed leakage or 

outright surgical failures.  And yet, other than Kegel exercises for the most diligent, there is little 

between waiting for new options and a lifetime of adult absorbents, or diapers.  An estimated 

15-16 million women today have SUI, at least one third of whom have symptoms severe enough 

to qualify for surgery tomorrow morning; namely: repeatedly uncontrolled leakage of urine when 

coughing, lifting, sneezing, or simply standing up.  Clearly, millions of people are seriously 

affected by symptoms of SUI, for which there are no reliable, lasting solutions. 

Uromedica’s ACT device is designed to treat SUI, the most common type of incontinence in 

women younger than 60.  It is also the type of incontinence plaguing men following a 

prostatectomy for prostate cancer or incurred by a distended bladder caused by prolonged 

enlargement of the prostate.  Uromedica’s research studies in the U.S. thus far and data from 

experiences abroad where it already has government-approved status demonstrate that it is a 

safe, efficacious, and practical medical option for treating SUI.  

I urge your prompt attention to this situation and action. 

Sincerely, 


