
825 Challenger Drive 

Green Bay, WI 54311-8328 

Ph: %!o-469-1313 

Fax: 888-570-6460 

www.enzy.com 

Enzymatidk%3,p),($!@ 
NATURAL MEDICINES”’ 

January 2,2003 

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

RE: Label Claims/Disclaimers 

Dear Mr. Moore: 

This letter is to not@ 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. 

its lower phosphorylated forms, 

ncaria tomentosa) 

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: 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, 

Celle Forte Max3 13e 



EnzymaticTherapy@  
NATURAL MEDICINES- 

January 9,2003 

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

RE: Label Claims/Disclaimers 

Dear Mr. Moore: 

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 fitture, and may be exploratory in nature. 

Therapy, Inc. Max3 hexaphosphate), 
Inositoi, Maitake 
Mushroom Extract, 
POA Cat’s Claw 
(Uncaria tomentosa) 
Root Extract 

of Uncaria tomentosa have all 
been used as supplements for 
support of healthy immune 
function, only the root extracts of 
the plant have been scientifically 
identified and clinicallv studied.* 

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

By: 

Title: Senior Vice President of Scientific Affairs 

Date: i i4 1~2.3 
I 

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

8zsChallenger Drive 

Green Bay, WI 54311.8328 

Ph: 92o-469-1313 

Michael P. Devereux 
Chief Financial Officer 

Fax: 888-570-6460 

I 
Celle Forte Max3 20e 

www.enzymm 



825 Challenger Drive 
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Fax: 888-570-6460 
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January lo,2003 

M r. Robert Moore 
Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 811 
Food and Drug Administration 
5j 00 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear M r. Moore: 

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. 

Enzymatic 
Therapy, Inc. Max3 hexaphosphate),  

lnositol, Maitake 
Mushroom Extract, 
POA Cat’s Claw 
(Uncaria tomentosa) 
Root Extract 

immune supportive health 
properties.* 

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: 

Title: Senior Vice President of Scientific Affairs 

Date: i hJo3 

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

Sincerely, 

Chief Financial Officer 

Celle Forte Max3 2 le 



825 Challenger Drive 

Green Bay, WI 54311-8328 

Ph: 920-469-1313 

Fax: 888-570-6460 

www.enzy.com 

EnzymaticTherap~@ 
NATURAL MEDICINES” 

January 8,2003 

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

RE: Label Claims/Disclaimers 

Dear Mr. Moore: 

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. 

Cell Forte@ 
Max3 

IP-6 (inositol 
hexaphosphate), 
Inositol, Maitake 
Mushroom Extract, 
POA Cat’s Claw 
(Uncaria tomentosa) 
Root Extract 

In published scientifn= studies, 
maitake d-fraction has been 
shown to have significant 
immune system effects.* 

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: +Lu!lec 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: l /$?/Dd 

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

Michael P. Devereux 
Chief Financial Off&r 

Celle Forte Max3 19e 



825Challenger Drive 

Green Bay, WI 54311.8328 

Ph: 920-469-1313 

Fax: 888-570-6460 

www.enzy.com 

EnzymaticTherap~@  
NATURAL MEDICINES” 

January 19,2003 

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

RE: Label Claims/Disclaimers 

Dear Mr. Moore: 

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. 

hexabhosphate), 
Inositol, Maitake 
Mushroom Extract, 
POA Cat’s Claw 
(Uncaria tomentosa) 
Root Extract 

and inositol, maitake 
mushrooms, and POA Cat’s 
Claw Extract are combined they 
work synergistically to support 
healthy cell development.* 

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: -pclae&L 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: i/r7 I03 

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

Ep,bq 

Michael P. Devereux 
Chief Financial Officer 

Celle Forte Max3 30e 



825 Challenger Drive 

Green Bay, W I 54311-8328 

Ph: 920-469-1313 

Fax: 888-570-6460 

www.enzy.com 

January 18,2003 

EnzymaticTherap~@  
NATURAL MEDICINES” 

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

RE: Label Claims/Disclaimers 

Dear M r. Moore: 

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. 

Max3 hexaphosphate),  
Inositol, Maitake 
Mushroom Extract, 
POA Cat’s Claw 
(Uncaria tomentosa) 
Root Extract 

Forte@ Max’all have 
scientifically demonstrated 
immune support effects, 
including support of healthy 
lymphocytes: B cells, helper T  
cells, killer T  cells, suppressor T  
cells, neutrophils, and 
macrophages.* 

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: 

Title: Senior Vice President of Scientific Affairs 

Date: I /x/b3 

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

Sincerely, P 

h&J P&q 
M ichael P. Devereux 
Chief Financial Officer 
Celle Forte Max3 29e 



825 Challenger Drive 

Green Bay, WI 54311-8328 

Ph: 920-469-1313 

Fax: 8X8-570-6460 

www.enzy.com 

Enzymatic I herapx@ 
NATURAL MEDICINES’” 

January 17,2003 

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

RE: Label Claims/Disclaimers 

Dear Mr. Moore: 

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. 

Cdl Forte@ 
Max3 

IP-6 (inositol 
hexaphosphate), Inositol, 
Maitake Mushroom 
Extract, POA Cat’s Claw 
(Uncaria tomentosa) Root 
Extract 

Most importantly, however, 
when POAs and TOAs are 
mixed together, the TOAs 
work against the POAs. Even 
as little as 1% TOA content 
can cause POAs to lose their 
ability to beneficially support 
the immune 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: 

Title: Senior Vice President of Scientific Affairs 

Date: r//q /OS 

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 
Celle Forte Max3 28e 



825 Challenger Drive 

Green Bay, W I 54311-8328 

Ph: 920-469-1313 

Fax: 888-570-6460 

www.enzy.com 

EnzymaticTherapy@  
NATURAL MEDICINE!?” 

January 1,2003 

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

RE: Label Claims/Disclaimers 

Dear M r. Moore: 

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. 

POA Cat’s Claw 
(Uncaria tomentosa) 

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:a 
Title: Senior Vice President of Scientific Affairs 

Date: i 1  II 03 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 4063608.  

Sincerely, F  

/44-w&+ 
M ichael P. Devereux 
Chief Financial Officer 

Celle Forte Max3 12e  



Enzymatdh3ap~@  
NATURAL MEDICINES’” 

January 4,2003 

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

RE: Label Claims/Disclaimers 

Dear Mr. Moore: 

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. 

Therapy, inc. Max3 hexaphosphate), enhanced support of healthy 
Inositol, Maitake immune cells and healthy 
Mushroom Extract, immune system function.* 
POA Cat’s Claw 
(Uncaria tomentosa) 
Root Extract 

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 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. 

825 Challenger Drive 

pp*b+ 

Green Bay, WI 54311-8328 Michael P. Devereux 
Ph: 920-469-1313 Chief Financial Officer 

Fax: 888-570-6460 

/ 
Celle Forte Max3 15e 

www.enzy.com 


