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April 2, 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 <6 B

Dear Sir/Madam:

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin
54311 is a distributor 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.

%DIETARY'iN‘GREDIENTS
Enzymatic Cholestonl Plus™ Proprietary Phytosterol Cholestatm works in the
Therapy, Inc. Blend beta sistosterol, intestines to help block the
campesterol, stigmasterol, body’s ability to absorb
brassicasterol, and other cholesterol from foods.*
plant sterols, Pantethine

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: w oﬂi

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date:. . OA -0 -02

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

Smcerely,
825 Challenger Drive
Michael P. Devereux (
Green Bay, Wl 54311-8328 Chief Financial Officer q ?5 /
Ph: 920-469-1313 97 S U 1 ﬁ 2 ﬂ_ E T

Fax: 888-570-6460
Cholestonl Plus 2e

www.enzy.com
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April 3, 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 distributor 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.

It also blocks reabsorptloh
of cholesterol from bile.*

Proprietary Phytosterol

Blend beta sistosterol,
campesterol, stigmasterol,
brassicasterol, and other
plant sterols, Pantethine

Eunzymatlc
Therapy, Inc.

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:
Robert Doster
Title: Senior Vice President of Scientific Affairs

Datee OA4- OD- D2

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

Sincerely,

Michael P. Devereux Z

Green Bay, WI 54311-8328 Chief Financial Officer

Ph: 920-469-1313

825 Challenger Drive

Fax: 888-570-6460
Cholestoril Plus 3e

www.enzy.com
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April 4, 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 distributor 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.

Enzymatic Proprietary Phytoste}oi B

Pantethine acts at the
Therapy, Inc. Blend beta sistosterol, synthesis stage in the liver
campesterol, stigmasterol, to help regulate the body'’s
brassicasterol, and other cholesterol production.*

plant sterols, Pantethine

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.

b A0

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: OA-CA - 02

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs, at

(920) 406-3608.
Sincerely,
825 Challenger Drive ichael P. Devereux (
Green Bay, Wi 54311-6328 Chief Financial Officer
Ph: 920-469-1313
Fax 888-570-6460
Cholestoril Plus 4¢

www.enzy.com




825 Chatlenger Drive
Green Bay, Wi 54311-8328
Ph: 920-469-1313
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April 5, 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 distributor 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.

E\hzlymatlc
Therapy, Inc.

“Cholestoril Plus™ ~'Propnetary Phytosterol)

Blend beta sistosterol,
campesterol, stigmasterol,
brassicasterol, and other
plant sterols, Pantethine

So, there are two ways you
can retain healthy
cholesterol levels that are
already within the normal
range: change your diet
and/or influence your body's
healthy cholesterol-making
activity.*

1 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.

s L0011

Robert Doster

Title: Senior Vice President of Scientific Affairs

Date:  0A-05 - O

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

Cholestoril Plus Se




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

Fax: 888-570-6460

WWW enzy.com

EnzymaticThel’apy®
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April 7, 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 distributor 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.

Ltheen

DIETARY INGREDIENTS |

"COMPANY ;| - - PRODUCT: STATEMENTS

S A co s o NAMERT v slv i g S T i R
Enzymatic Cholestoril Plus™ | Proprietary Phytosterol Phytosterols work in the
Therapy, Inc. Blend beta sistosterol, intestines to help block the
campesterol, stigmasterol, | body's ability to absorb
brassicasterol, and other cholesterol from foods.*
plant sterols, Pantethine They also block
reabsorption of cholesterol
from bile.*

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: ‘Pou OLQJL

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date:. O4A-0O1-OZ

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

Sincerely,

Michael P. Devereux [

Chief Financial Officer

Cholestoril Plus 7e



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

Fax: 888-570-6460

WWw.enzy.com
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April 18, 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:

Dear Sir/Madam:

Label Claims/Disclaimers

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin
54311 is a distributor 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.

A————

Ehzyrﬁatic
Therapy, Inc.

Chdlestoril Plus™ |

Proprietary Phytosterol
Blend beta sistosterol,
campesterol, stigmasterol,
brassicasterol, and other
plant sterols, Pantethine

The Proprietary Phytosterol
Blend helps block the
body’s ability to absorb
cholesterol from foods, and
the reabsorption of
cholesterol from bile.*

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.

Title: Director of Product Development

Date: Lt (CID -DV

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs, at

(920) 406-3608.

Sincerely,

Michacgl P. Devereux

Chief Financial Officer

Cholestoril Plus 8¢

s



