Enzymatic[ herapy @

NATURAL MEDICINES”

June 20, 2002

Office of Special Nutritionals (HFS-450)

Center for Food Safety and Applied Nutrition
U. S. Food and Drug Administration . —_—
5100 Paint Branch Parkway L UN [ ¢
College Park, MD 20740-3835

RE:  Label Claims/Disclaimers T e
Dear Sir/Madam:
This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin

54311 is a manufacturer and has included statements provided for by section 403(r)(6) of the Food, Drug,
and Cosmetic Act on the labels of the following product.

COMPANY .| - PRODUCT DIETARY . ~ STATEMENTS
L ‘-NAME INGREDIENTS
Enzymatic Acidophilus Proprietary Probiotic These little pearl-shaped
Therapy, Inc. | Pearls with Blend: Lactobacillus capsules are easy to
patented True acidophilus and swallow, and are
Delivery Bifdobacterium longum | guaranteed to survive
Technology stomach acids and pass

into the intestine, where the
probiotics are released
intact and healthy to
support your digestive
system*

I certify that the information contained in this notice is complete and accurate and that Enzymatic
Therapy, Inc. has substantiation that the statements are truthful and not misleading.

by o0t

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: (p-280-O2,

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608.

Sincerely,

825 Challenger Drive p &}A' C ) 973 U .l 6 2 }O L/ gq
Green Bay, Wl 54311-8328 L E T
bh 520.469.1313 Michael P. Devereux

Chief Financial Officer Ci (./ 7
Fax: 888-570-6460 ) i O
o 70 Acidophilus Pearls with patented True Delivery Technology 10e %

www.enzy com




Enzymaticl herapy.®

NATURAL MEDICINES™

June 21, 2002

Office of Special Nutritionals (HFS-450)
Center for Food Safety and Applied Nutrition
U. S. Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740-3835

RE:  Label Claims/Disclaimers
Dear Sir/Madam:
This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin

54311 is a manufacturer and has included statements provided for by section 403(r)(6) of the Food, Drug,
and Cosmetic Act on the labels of the following product.

COMPANY PRODUCT DIETARY STATEMENTS
NAME INGREDIENTS

Enzymatic Acidophilus Proprietary Probiotic Probiotics do not

Therapy, Inc. | Pearls with Blend: Lactobacillus permanently colonize the
patented True acidophilus and body. Therefore, they need
Delivery Bifdobacterium longum | to be ingested regularly for
Technology their health-promoting

effects to persist.*

I certify that the information contained in this notice is complete and accurate and that Enzymatic
Therapy, Inc. has substantiation that the statements are truthful and not misleading.

TS

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date:  (o-21-0O2

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608.

Sincerely,

Michael P. Devereux Z

Chief Financial Officer

825 Challenger Drive
Green Bay, W1 54311-8328
Ph- 920-469-1313

Fax: 888-570-6460 . . . .
Acidophilus Pearls with patented True Delivery Technology 11e
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