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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Heaith Service

Food and Drug Administration
College Park, MD 20740
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Mr. Gregory P. Zaino
President

Prostate Rx, Inc.

432 Pinelake Drive
Naples, Florida 34112

Dear Mr. Zaino:

This is in response to your letters of March 13, 2003 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 Prostate Rx, Inc. is
making the following claims for the product Prostate Rx®:

“...Most men experience a gradual increase in prostate size at some time after
middle age...an enlarged prostate can lead to an obstruction of urinary flow. For
many men, this can mean discomfort in urination or increased night time
urination.. Clinical studies show using standardized liquid extract may promote
prostate relief from these symptoms.”

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 this product suggests
that it is intended to treat, prevent, or mitigate disease (i.e., benign prostatic hypertorphy).
These claims do not meet the requirements of 21 U.S.C. 343(r)(6). These claims suggest
that this product is intended for use as a drug within the meaning of 21 U.S.C.
321(g)(1)(B), and that it is subject to regulation under the drug provisions of the Act. If
you intend to make claims of this nature, you should contact FDA’s Center for Drug
Evaluation and Research (CDER), Office of Compliance, HFD-310, 7520 Standish Place,
Rockville, Maryland 20855.
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Page 2 - Mr. Gregory P. Zaino
Please contact us if we may be of further assistance.

Sincerely,

Acting Director
Division of Dietary Supplement Programs
Office of Nutritional Products, Labeling
and Dietary Supplements
Center for Food Safety
and Applied Nutrition

Copies:

FDA, Center for Drug Evaluation and Research, Office of Compliance, HFD-300
FDA, Office of the Associate Commissioner for Regulatory Affairs, Office of
Enforcement, HFC-200

FDA, Florida District Office, Office of Compliance, HFR-SE240
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DISTRIBUTOR, MANUFA§TURER: :
Prostate Rx,inc.
1206 Kingsway
NAPLES, FL. 34104
1-239-272-3590
PACKER&SOFTGEL MAKER
PACIFIC ENCAPSULATIQN INC )
JEFF PETERSON T el
784 CHANNEL ST. A
SAN PEDRO,CA. 90731 -
TEXT OF STATEMENT MADE : NONE '
NAME OF DIETARY SUPPLEMENT : SAW PALMETTO /PROSTATE RX
OWNER NAME: GREGORY P.ZAINO
L,GREGORY P. ZAINO CERTIFY THE ACCURACY OF THE INFORMATION
PRESENTED AND CONTAINED IN THIS NOTICE AND THAT IT IS COMPLETE
AND TRUTHFUL AN OT MISLEADING.
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SUDOER  The prostate, s one of the lengest

in the male human body.
he prostate size normally
remaing conefant belween the
ages of 30 and 45, most men
oxperience a gradual increase

in prostate size at some time
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