Statement to the Food and Drug Administration

By the 

American Urological Association


The American Urological Association (AUA), representing 9,500 urologists in the United States, appreciates the opportunity to present its views on the issue of food supplements.  The Association will confine its comments to those food supplements marketed for the treatment of prostate disorders, the maintenance of prostate health, and for the relief of lower urinary tract symptoms in older men.


The AUA wishes to emphasize in the strongest possible terms that lower urinary tract symptoms in older men (urinary frequency, urinary urgency, slowing of the urinary stream, hesitation on the initiation of urination, rising at night to void multiple times) are due to urinary disease.  They are NOT a normal phenomenon of aging.  The AUA is deeply concerned by statements that food supplements are being offered to simply alter a normal process of natural aging.  The AUA strongly feels that such a concept is confusing a disease, which is common with the process of normal aging.  


Arteriosclerosis leading to coronary artery insufficiency is a common disease of the aging male.  It is not a normal process of aging.  Lower urinary tract symptoms are common in the aging male.  They are NEVER due to a normal process of aging.  Rather, they are uniformly due to disease.  Included within those diseases producing lower urinary tract symptoms in the aging male are life-threatening cancers – cancer of the prostate and cancer of the urinary bladder.  The AUA is concerned that men experiencing lower urinary tract symptoms may self-medicate with food supplements marketed for urinary symptoms, thus, delaying the timely and proper diagnosis of their cancers.  The AUA is concerned that package inserts accompanying these food supplements, no matter what admonitions they might contain, are infrequently read by the user or, if read, are often ignored. 


Cancers of the bladder and prostate once spread beyond the confines of the bladder and prostate can rarely be cured.  Cure of these cancers can only be achieved when the disease remains confined to the organ in question.  Thus, early diagnosis is essential.  A delayed diagnosis could occur if a symptomatic male self-medicates with a food supplement under the illusion that he is treating a benign, non-life-threatening condition.  


The AUA is also concerned about the safety of food supplements marketed for lower urinary tract symptoms.  It is our belief that there currently exists insufficient data concerning the ingredients within these products – their mode of action and their possible interactions with each other.  The AUA is most concerned about the lack of adequate data regarding possible interactions of the ingredients contained in food supplements with prescription medications so commonly taken by older men in treatment of various other disease processes.   Are food supplement ingredients safe when taken in conjunction with cardiovascular drugs, anti-diabetic drugs, and an array of other prescription medications?


The mission of the American Urological Association, through its members, is to provide the highest quality of care to patients with genitourinary diseases.  In pursuit of this mission, the AUA continually maintains an open mind to all forms of treatment.  However, the AUA feels very strongly that food supplements marketed for the alleviation of lower urinary tract symptoms and for the maintenance of prostatic health should be controlled by the Food and Drug Administration (FDA).  The symptoms, which are the target of food supplement products, are always due to disease; and, as such, these products should be under the evaluation and control of the FDA, as are all other pharmacological agents intended to treat disease.


The AUA believes that these food supplements should be carefully studied through properly controlled, prospective, randomized clinical trials under the auspices of the FDA, as are all other pharmacological agents.  Through such studies, the safety of the food supplement products can be assessed along with any possible drug interactions they might create.  Also through these clinical studies, the therapeutic efficacy of the food supplement products can be determined along with their efficacy compared to other currently available pharmacological products used to treat lower urinary tract symptoms.


Should proper studies confirm the safety and efficacy of these food products, the AUA would welcome their addition to the armamentarium of American physicians treating men with lower urinary tract symptoms due to benign disease.


The American Urological Association strongly urges the Food and Drug Administration to control food supplements, marketed to alleviate lower urinary tract symptoms or to maintain prostatic health, including the institution of proper clinical trials evaluating their safety and their efficacy. 
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