
825 Challenger Drive 

Green Bay, WI  54311-8328 

Ph: 920-469-1313 

fax: 888-570-6460 

www enzysom 

EnzymaticTherapy 
NATURAL MEDICINES@ 

January 2  1,2004 

Office of Nutritional Products, Label ing & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5  100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by 
Enzymatic Therapy> Inc. at 825 Challenger Drive, Green Bay, W isconsin 54311 has a  label that contains a  
statement provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic 
Therapy, Inc. wishes to take advantage of the exemption to section 201(g)(l)(C) of the act and comply 
with section 403(r)(6) of the act. These claims are not necessari ly for a  product we currently market or 
plan to market in the immediate future, and may  be exploratory in nature. 

r PRODUCT NAME STATEMENTS 

Dietary Supplement for increased 
energy and  endurance* 

INGREDIENT(S) TO WHICH 
THE CLAIM REFERS 

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 m isleading. 

By: I 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: ILd+f 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3605. 

Sincerely, 

M ichael P. Devereux 
Chief Financial Officer 
Pure Dimension Eskuno-3 le 
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January 22,2004 

O ffice of Nutritional Products, Label ing & 
Dietary Supplements, HFS 8  10  
Center for Food  Safety and  Applied Nutrition 
Food  and  Drug Administration 
5  100  Paint Branch Parkway 
College Park, MD 20740  

RE: Label  Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by 
Enzymatic Therapy, Inc. at 825  Challenger Drive, Green Bay, W isconsin 543  11  has a  label that contains a  
statement provided by section 403(r)(6) of the Federal  Food,  Drug and  Cosmetic Act. Enzymatic 
Therapy, Inc. wishes to take advantage of the exemption to section 201(g)(l)(C) of the act and  comply 
with section 403(r)(6) of the act. These claims are not necessarily for a  product we currently market or 
plan to market in the immediate future, and  may be  exploratory in nature. 

Pure DimensionTM 

STATEMENTS 

Published clinical studies have 
shown that Pure Dimension helps 
maintain healthy cholesterol levels 
that are already within normal 
range.* 

\ 
I 

INGREDIENT(S) TO W H ICH 
THE CLAIM REFERS 

Fish Oil Concentrate 
provides 210 mg  EPA 
(eicosapentaenoic acid) and 
125 mg  DHA 
(docosahexaenoic acid) 

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 m isleading. 

By: I 

Robert C. Dostet 
T itle: Senior Vice President of Scientific Affairs 

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

M ichael P. Devereux 
Chief F inancial O fficer 
PLIW D~mrnsion Eskimo-3 2e  



825 Challenger Drive 

Green Bay, WI 54311-8328 

Ph: 920-469.1313 

Fax: 888-570-6460 

www.enzy tom 

EnzymaticTherapy 
NATURAL MEDICINES” 

January 23,2004 

O ffice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by 
Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a 
statement provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic 
Therapy, Inc. wishes to take advantage of the exemption to section 201(g)(l)(C) of the act and comply 
with section 403{r)(6) of the act. These claims are not necessarily for a product we currently market or 
plan to market in the immediate future, and may be exploratory in nature. 

PRODUCT NAME 

Pure DimensionTM 
Eskimo-3@ 

STATEMENTS INGREDIENT(S) TO WHICH 
THE CLAIM REFERS 

Research also indicates that Pure Fish O il Concentrate 
Dimension provides nutritional 
support for healthy cardiovascular 
function.* 

provides 210 mg EPA 
(eicosapentaenoic acid) and 
125 mg DHA 
(docosahexaenoic acid) 

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. 

Robert C. Doster 
Title: Senior Vice President of Scientific Affairs 

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

Michael P. Devereux 
Chief Financial O fficer 
Pure Dimension EsLirno-3 3e 



825 Challenger Drive 

GreenBay, WI  54311.8328 

Ph: 920-469-1313 

Fax 888-570-6460 

www.enzy.tom 

EnzymaticTherapy 
NATURAL MEDICINES” 

January 24,2004 

Office of Nutritional Products, Label ing & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5  100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by 
Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin 54311 has a  label that contains a  
statement provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic 
Therapy, Inc. wishes to take advantage of the exemption to section ZOi(g)( l)(C) of the act and comply 
with section 403(r)(6) of the act. These claims are not necessari ly for a  product we currently market or 
plan’to market in the immediate future, and may  be exploratory in nature. 

PRODUCT NAME STATEMENTS INGRED1ENT(S) TO W H ICH 
THE CLAIM REFERS 

Pure DimensionTM Dietary supplementat ion with fish Fish Oil Concentrate 
Eskimo-38 oils containing Omega-3 fatty acids provides 210 mg  EPA 

has also been shown to provide (eicosapentaenoic acid) and 
nutritional support for joints and 125 mg  DHA 
skin.* (docosahexaenoic acid) 

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 m isleading. 

By: 
jiLuarP;1  

Robert C. Doster 
Title: Senior Vice President of Scientific Affairs 

Date: i 

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

Sincerely, 

M ichael P. Devereux 
Chief Financial Officer 
Pure D~rncnsion Eskimo-3 4e  



825 Challenger Drive 

Green Bay, WI  54311-8328 

Ph: 920-469-1313 

Fax: 888-570-6460 
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EnzymaticTherapy 
NATURAL ~V~EDICINES~ - 

January 25,2004 

O ffice of Nutritional Products, Label ing & 
Dietary Supplements, HFS 810  
Center for Food  Safety and  Applied Nutrition 
Food  and  Drug Administration 
5  100  Paint Branch Parkway 
College Park, MD 20740  

RE: Label  Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by 
Enzymatic Therapy, Inc. at 825  Challenger Drive, Green Bay, W isconsin 543  11  has a  label that contains a  
statement provided by section 403(r)(6) of the Federal  Food,  Drug and  Cosmetic Act. Enzymatic 
Therapy, Inc. wishes to take advantage of the exemption to section 201(g)(l)(C) of the act and  comply 
with section 403(r)(6) of the act. These claims are not necessarily for a  product we currently market or 
plan to market in the immediate future, and  may be  exploratory in nature. 

Pure DimensionTM 

STATEMENTS 

Pure Dimension su~~~orts overall 

INGREDIENT(S) TO W H ICH 
THE CLAIM REFERS 

F ish O il Concentrate 
health, especially h&althy provides 210  mg  EPA 
cardiovascular function and  healthy (eicosapentaenoic acid) and  
joint function.* 125  mg  DHA 

(docosahexaenoic acid) 

Z  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 m isleading. 

By: I 

Robert C. Doster 
T itle: Senior Vice President of Scientific Affairs 

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

Sincerely, 

Chief F inancial O fficer 
Pure Dimension Eskimo-3 5c 


