
November 30,2004 

Dr. Susan J. Walker, M.D. 
Director 
Division of Dietary Supplement Programs 
The Office ofNutritional Products, Labeling, and Dietary Supplements- ----.--.- .._ 
Center for Food Safety and Applied Nutrition 

.(_ / ; -I .- . . 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

.., ._ 

Title: EnzyTrimTM Food Labeling; Label Change Notification 

Dear Dr. Walker: 

This is in response of your letter of September 29,2004 (Attached 3). You suggested us to make 
clear that our labels of EnzyTrimTM avoid implying that the product prevents or treats heart 
disease. A cholesterol maintenance claim would have to clarify that the product is only for 
maintenance of cholesterol levels that are already within the more range. 

In order to comply with FDA guideline and your suggestions, we already changed the labels of 
EnzyTrimTM. Original label was “ - maintain healthy blood cholesterol levels”, changed to “ z 
maintain alreadv healthy blood cholesterol levels”. I also have attached the following documents 
for your reference. 

1. A original copy of the changed labels of EnzyTrimm (Attached 1) 
2. A copy of previous version labels of EnzyTrimTM (Attached 2) 
3. Your letter of September 29,2004 (Attached 3) 
4. My letter of August 27,2004 (Attached 4) 

I certify that all of the information and the attached data presented in this notice are accurate and 
truthful. If I can be of any assistance, please contact me at mokana@sedonalabs.com or 1-800- 
914-631 1. 

Sincerely yours, 

Senior Scientist 
New Product Development Department 
Sedona Laboratories, Inc. 

. Sedona Labs, Inc. 
211 Jennifer Drive * Cottonwood, AZ 86326 

97s 0162 LET /523q tel: (888) 816-8804 * fax: (866) 887-8489 
www.sedonalabs.com 
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