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7 Ms. Patrice B. Hambleton
Konsyl Pharmaceuticals, Inc .
8050 Industrial Park Road
Easton, Maryland 2 t 601

Dear Ms. Hambleton : ,

This is in response to your letter of July 17, 2007 to the Food and Drug Administration
(FDA) pursuant to 21 U.S.C. 343(r)(6) (section 403(r)(6) of the Federal Food, Drug, and
Cosmetic Act (the Act)). Your submission states that Konsyl Pharmaceuticals, Inc . is
making the following claims, among others, for the products :

Bladder Control

"Natural Relief for Incontinence . . . ."
"[D]ecreased frequency of Incontinence . . . . ..
"[R]eIieve bladder problems . . . [H]elp reduce incontinence, reduce urinary urgency . . . ."

Lactobacillus Probiotic Comple x
"Assist in Restoration after Antibiotic Use ."

Konsyl Balance Natural Psyllium Fiber & Prebiotic Inulin Fiber and Fiberlin Fiber &
Antioxidan t

"Plant sourced antioxidants . . .have been found to reduce the risk for chronic diseases."

21 U.S.C. 343(r)(6) makes clear that a statement included in labeling under the authority of
that section may not claim to diagnose, mitigate, treat, cure, or prevent a specific disease or
class of diseases . The statements that you are making for .these products suggest that they are
intended to treat, prevent, or mitigate diseases . These claims do not meet the requirements of
21 U.S.C. 343(r)(6) . These claims .suggest that these products are intended for use as drugs
within the meaning of2l U.S.C. 321 (g)(1)(13), and that they are subject to regulation under
the drug provisions of the Act . If your client intends to make claims of this nature, they
should contact FDA's Center for Drug Evaluation and Research (CDER), Office of

Compliance, HFD-3 10, Montrose Metro II, 11919 Rockville Pike, Rockville, Maryland
20852 .
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