825 Chaltenger Drive
Green Bay, WI 54311-8328
Ph. 920-469-1313

Fax: 888-570-6460

WWw.enzy.com

EnzymaticTherapy® )

NATURAL MEDICINES”

April 17, 2002 SohE T

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.

NTS

I

Enzym)atic)

Wild indigo (Baptisia Works with the body’'s

Therapy, Inc. tinctoria), Echinacea immune system so your
purpurea and pallida customers will feel better,
Root, Thuja (Thuja faster!*

occidentalis) Leaf

I certify that the information contained in this notice is complete and accurate and that Enzymatic

Therap Ws ubstantiation that the statements are truthful and not misleading.
o (s £ ’

Cheryl Myers { }
Title: Director of Product elopment

Y- (1-02—

Date:

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

Michael P. Devereux 975 0162 LET qq ’ 9\

Chief Financial Officer
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Esberitox 9¢




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

Fax. 888-570-6460

www.enzy com

Enzymatic] herapy®

NATURAL MEDICINES”

April 16, 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.

&Y

s L - INGREDIENTS e

Enzymatic Esberitox® Wild indigo (Baptisia This clinically studied

Therapy, Inc. tinctoria), Echinacea formula contains a
purpurea and pallida proprietary blend of two
Root, Thuja (Thuja echinacea extracts with
occidentalis) Leaf Baptisia and Thuja that

supports a broader range of
immune functions than
single-herb echinacea
products alone.*

I certify that the information contained in this notice is complete and accurate and that Enzymatic
Thcr?y,’a\ as substantiation that the statements are truthful and not misleading.

By:

Chery ers  \)
Title: Directokof Product Development

Date: (//" /(0 "Oﬂ}—_

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

Sincerely,

MLl o

Michael P. Devereux
Chief Financial Officer

Esberitox 8¢



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

Fax- 888-570-6460

www.enzy.com

Enzymatic[ herapy®

NATURAL MEDICINES”
March 26, 2002

[ —————————
ECEIVE
Office of Special Nutritionals (HFS-450)

Center for Food Safety and Applied Nutrition APR 18 2002
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 Esberitox® Wild indigo (Baptisia Dietary supplement to
Therapy, Inc. tinctoria), Echinacea nutritionally support and
purpurea and pallida stimulate the immune
Root, Thuja (Thuja system*
occidentalis) Leaf

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.

Byrﬂ

" Chery] Myécs
Title: Director of Product Development

Date: 3 ‘a(o’ﬁg"’

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

%O\%/

Esberitox le



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

Fax- 888-570-6460

WWW enzy com

Enzymatic[ herapy ®

NATURAL MEDICINES”
March 27, 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. o STATEMENTS
NAME -~ INGREDIENTS '

Enzymatic Esberitox® Wild indigo (Baptisia Unlque combmatlon of

Therapy, Inc. tinctoria), Echinacea herbs to promote the body’s

purpurea and pallida resistive functions*

Root, Thuja (Thuja

occidentalis) Leaf

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.

Clie IMyérs

Title: Direetor of Product Development

Date: 3 - X0

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

e

ichael P Devereux
Chief Financial Officer

Esberitox 2e



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

Fax: 888-570-6460

www.enzy.com

EnzymaticTherap\/@

NATURAL MEDICINES”
March 29, 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 = o
Enzymatic Esberitox® Wild indigo (Baptisia Naturally boost your
Therapy, Inc. tinctoria), Echinacea immune system*

purpurea and pallida
Root, Thuja (Thuja
occidentalis) Leaf

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: C/\O ArdA /VJ/’7
C @ 1 Myers
Title: Director of Product Development

Date: 5 - 99 ’G}'——'

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

Sincergly, /0 M

Michael P. Devereux
Chief Financial Officer

Esberitox e



825 Chaltenger Drive
Green Bay, W 54311-8328
Ph: 920-469-1313

Fax: 888-570-6460

www.enzy.com

EnzymaticTherap\/@

NATURAL MEDICINES”
March 29, 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 - R s

Enzymatic Esberitox® Wild indigo (Baptisia This special combination of

Therapy, Inc. tinctoria), Echinacea herbs and their key
purpurea and pallida compounds, glycoproteins
Root, Thuja (Thuja and polysaccharides,
occidentalis) Leaf promote the body’s natural

resistive functions.*

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 (0 QA VD
1 Myerd

Title: ctor of Product Development
Date: /3 - ’aCS "6}/"

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

Ty h ey

Michael P. Devereux
Chief Financial Officer

Esberitox 4¢



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

Fax. 888-570-6460

WWW enzy.com

EnzymaticTherapy®

NATURAL MEDICINES™
March 30, 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

N LR111157 2725 waRisiavi

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.

~ STATEMENTS

COMPANY PRODUCT . DIETARY
NAME INGREDIENTS

Enzymatic Esberitox® Wild indigo (Baptisia

Therapy, Inc. tinctoria), Echinacea

purpurea and pallida
Root, Thuja (Thuja
occidentalis) Leaf

Esberitox can be used
anytime to fortify the
immune system, including
when extra support is
desired.*

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:

Ch MyersK)

Title: Director of Product Development

Date: 3'30 'O}'

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

(920) 406-3608.

Bl

ichael P. Devereux
Chief Financial Officer

Esberitox 5S¢




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

Fax- 888-570-6460

WWW.enzy.com

Enzymatic herapy®

NATURAL MEDICINES”
March 31, 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: Tahel Claims/Disclaimers

QuUvi

Dear Sir/Madam:

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin
54311 is 2 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 ‘ , R .
Enzymatic Esberitox® Wild indigo (Baptisia Nutritionally supports and
Therapy, Inc. tinctoria), Echinacea stimulates the immune
purpurea and pallida system.*

Root, Thuja (Thuja
occidentalis) Leaf

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: @ YN s
Chefy\ Mysd

Title: Dire of Product Development
Date: Z /3‘/ 0/9/’*

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

T

Michael P. Devereux
Chief Financial Officer

Esberitox 6¢



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

Fax 888-570-6460

WWW enzy com

Enzymaticl herapy®

NATURAL MEDICINES™
April 1, 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 S -
Enzymatic Esberitox® Wild indigo (Baptisia Unique combination of
Therapy, Inc. tinctoria), Echinacea herbs supports a broader
purpurea and pallida range of immune functions
Root, Thuja (Thuja than echinacea alone.*
occidentalis) Leaf

I certify that the information contained in this notice is complete and accurate and that Enzymatic
Therap(qj.nc. has substantiation that the statements are truthful and not misleading.

) Yneci

Chfry) Myets
Title: Director of Product Development

Date: LI(— / - O?“""

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

By:

Sincgrel

Tig 1

ichael P. Devereux
Chief Financial Officer

Esberitox 7e



