
825 Challenger Drive 

Green Bay, WI 54311-8328 

Ph: %o-469-1313 

Fax: 888-570-6460 

www.enzy.com 

Enzymatic!eQ ,py@  
NATURAL MEDICINES” 

January 16,2003 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 11 
Food and Drug Administration 
Attention: Robert Moore 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir/Madam: 

This letter is to noti& you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin 
543 11 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. 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. 

Therapy, Inc. 1 Immune 
Defense 

I 

Vitamin A, 
Vitamin C, 
Vitamin B6, Zinc, 
European Black 
Elderberry Fruit 
Extract 

Sea Buddies” Immune Defense 
Ingredients Vitamin C (ascorbic 
acid and as sodium ascorbate): 
Vitamin C levels may be affected 
by immune system stressors.* 

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

Michael P. Devereux 
Chief Financial Officer 

Sea Buddies immune Defense 1 le 



825 Challenger Drive 
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January l&2003 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 11 
Food and Drug Administration 
Attention: Robert Moore 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RI?: Label Claims/Disclaimers 

Dear Sir/Madam: 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 
543 11 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. 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. 

Enzymatic Sea 
Therapy, Inc. 1 Immune 

Defense 

Vitamin A, Vitamin C, 
Vitamin B6, Zinc, 
European Black 
Elderberry Fruit 
Extract 

Sea Buddiesm lmmune 
Defense ingredients Vitamin C 
(ascorbic acid and as sodium 
ascorbate): Vitamin C 
provides support for healthy 
skin integrity and supports the 
health of bronchioles and other 
breathing structures.* 

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: Me&i 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: h/i23 

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

Michael P. Devereux 
Chief Financial Officer 
Sea Buddies Immune Defense 1Oe 
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January 14,2003 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 811 
Food and Drug Administration 
Attention: Robert Moore 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir/Madam: 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 
543 11 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. 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. 

~Enzymatic 
Therapy, Inc. 

Sea Buddies TM 
Immune 
Defense 

Vitamin A, 
Vitamin C, 
Vitamin B6, Zinc, 
European Black 
Elderberry Fruit 
Extract 

Ingredients Vitamin A (as beta 
carotene): Vitamin A supports the 
production of healthy lysozymes, 
important immune enzymes found 
in tears and saliva, and supports 
the health of the thymus gland, an 
organ vital for immune function 
during childhood.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic 
ubstantiation that the statements are truthful and not misleading. 

;pIiRu 

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

Date: I l&ilu3 

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

Sincerely, 

- Michael P. Devereux I 
Chief Financial Officer 
Sea Buddies Immune Defense 9e 
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January 13,2003 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 811 
Food and Drug Administration 
Attention: Robert Moore 
5  100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir/Madam: 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin 
543 11 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. 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. 

Therapy, Inc. Immune 
Defense 

Vitamin 66, Zinc, BuddiesTM Immune Defense 
European Black work together, some 
Elderberry Fruit Extract synergistically, to provide 

support for healthy immune 
system functioning.* 

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: #u@leC 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: I1 dD3 

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

Sincerely, P 

/k.JJv%q  
M ichael P. Devereux 
Chief Financial Officer 
Sea Buddies Immune Defense Se 
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January 12,2003 

Offrce of Nutritional Products, Labeling & 
Dietary Supplements, BFS 811 
Food and Drug Administration 
Attention: Robert Moore 
5  100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir/Madam: 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin 
543 11 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. 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. 

i 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. 
I 

By: j24vleC 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: vta. 0.3 

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

M ichael P. Devereux 
Chief Financial Officer 
Sea Buddies Immune Defense 7e  
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January lo,2003 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 811 
Food and Drug Administration 
Attention: Robert Moore 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir/Madam: 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 
543 11 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. 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. 

Enzymatic Sea Buddies 
Therapy, inc. Immune 

Defense 

Vitamin A, Vitamin C, Sea 13uddiesTM immune 
Vitamin B6, Zinc, Defense provides targeted 
European Black nutrition to support the 
Elderberry Fruit Extract health of children’s immune 

systems.* 

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: @mu 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: I/,0103 

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

Sincerely, P 

‘Jkhv&~ 
Michael P. Devereux 
Chief Financial Officer 
Sea Buddies Immune Defense Se 



EnzymaticTherap~@  
NATURAL MEDICINES” 

January 9,2003 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 11 
Food and Drug Administration 
Attention: Robert Moore 
5 100 Paint Branch Parkway 
College Park MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir/Madam: 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 
543 11 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. 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. 

Theiapy, inc. Immune 
Defense 

Vitamin B6, Zinc, Defense is a daily immune 
European Black formula for children age one 
Elderberry Fruit Extract to twelve years of age in a 

chewable tablet.* 

I ’ 
I , I I 

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: #unu 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: i/4 03 

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

Sincerely, 
825 Challenger Drive 

Green Bay, WI 54311-8328 

Ph: 920-469-1313 

Fax: 888-570-64-60 
Chief Financial Officer 

I Sea Buddies Immune Defense 4e 
www.enzy.com 
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825 Challenger Drive 

Green Bay, WI 54311-8328 

Ph: 920-469-1313 

Fax: 888-570-6460 

www.enpcom 

EnzymaticThetapx@ 
NATURAL MEDICINES” 

January 162003 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 11 
Food and Drug Administration 
Attention: Robert Moore 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir/Madam: 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 
543 11 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. 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. 

Sea Buddies TM 
immune 
Defense 

Vitamin A, Vitamin 
C, Vitamin B6, Zinc, 
European Black 
Elderberry Fruit 
Extract 

Sea BuddfesTM immune 
Defense Ingredients Vitamin B6 
(as pyridoxine HCI): 66 
supports the health of immune 
organs (thymus, spleen, and 
lymph nodes). Vitamin B6 
supports the healthy production 
of lymphocyte generated 
antibodies.* 

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: @mu 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: 1 I& I I 03 

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

Sincerely, 

Chief Financial Officer 
Sea Buddies Immune Defense 12e 



825 Challenger Drive 

Green Bay, WI 54311-8328 

Ph: xo-469-13u 

Fax: 888-570-6460 

www.enzy.com 

Enzymat6fhYapy@  
NATURAL MEDICINES” 

January 17,2003 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 11 
Food and Drug Administration 
Attention: Robert Moore 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir/Madam: 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin 
543 11 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. 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. 

Enzymatic 
Therapy, inc. 

Sea Buddies fM 
immune 
Defense 

C, Vitamin B6, Zinc, 
European Black 
Elderberry Fruit 
Extract 

Defense ingredients Zinc (as 
zinc ascorbate): Zinc supports 
heaithy immune system 
processes, including support of 
healthy prevention 
mechanisms, healthy immune 
environment, and supports 
healthy organism regulation.* 

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: 

Title: Senior Vice President of Scientific Affairs 

Date: / /17 lo3 

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

Sincerely, 

- Michael P. Devereux - t 
Chief Financial Officer 
Sea Buddies Immune Defense 13e 



825 Challenger Drive 

Green f&y, WI 54311-8328 

Ph: %o-%%1313 

Fax: 88&5?0-6460 
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January 18,2003 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 811 
Food and Drug Administration 
Attention: Robert Moore 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir/Madam: 

This letter is to noti& you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 
543 11 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. 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. 

C, Vitamin B6, Zinc, 
European Black 
Elderberry Fruit 
Extract 

1 Defense Ingredients European 
! Black Elderberry Fruit 

(Sambucus nigra): Elderberry 
extract supports healthy 
organism regulation and 
healthy immune system 
responses.* 

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

Michael P. Devereux 
Chief Financial Officer 

Sea Buddies Immune Defense 14e 



825 Challenger Drive 

Green Bay, WI 54311-832s 

Ph: 920-469-1313 

Fax: 888-570-6460 
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January 19,2003 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 811 
Food and Drug Administration 
Attention: Robert Moore 
5 100 Paint Branch Parkway 
College Park MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir/Madam: 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 
543 11 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. 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. 

Vitamin A, Vitamin 
C, Vitamin B6, Zinc, 
European Black 
Elderberry Fruit 
Extract 

provides nutritional support of 
healthy immune system 
function with vitamins A, C, and 
B6, the mineral zinc, and 
extracts of European black 
elderberry fruit.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic 
Therap , Inc. has s bstantiation that the statements are truthrul and not misleading. 

By: &c&t 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: i /,ql 03 

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

Michael P. Devereux 
Chief Financial Officer 

Sea Buddies Immune Defense 1Se 


