
825 Challenger Drive 

Green Bay, W I 54311-8328 

Ph: gzo-469-1313 

Fax: 888-570460 

www.enzy.com 

EnzymaticThetapx@ 
NATURAL MEDICINES” 

January 14,2003 

M r. Robert Moore 
Office of Nutritional Products, Label ing & 
Dietary Supplements, HFS 8 11 
Food arid 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&on& 
543 11 is a  distributor and has i@tded 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 fir a  pro&a 
we currently market or plan to market in the immediate future, aud may  be exploratory in nature. 

PiusTM bet4 sitosieroi,~campesterol, synthesis stage in the 
sigmasterol, brassicasterol, liver to help support 
and other plant sterols, healthy cholesterol 
Panethine production.* 

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 isleadiug. 

By: 

Title: Senior Vice President of Scientific Affairs 

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

M ichael P. Devereux 
Chief Financial Officer 



825 Challenger Drive 

Green Bay, WI 54311-8328 

Ph: 92o-469.1313 

Fax: 888-570-6460 

www.enzy.com 

EnzymaticTherap~@  
NATURAL MEDICINES” 

January 15,2003 

Mr. Robert Moore 
Of&e 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 plau to market in the immediate future, and may be exploratory in nature. 

and other ptant sterols, 
Panethine 

phytosterol blend found in 
Cholestoril PlusTM occurs 
naturatly and is 
structurally similar to 
cholesterol, though its 

1 activity is very different.* 1 

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

By: 
Rob&t Doster 

Title: Senior Vice President of Scientific Afftis 

Date: I,/ /T/03 

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 
f-hnl-t&l Phre 1 ‘b 



825 Challenger Drive 

Green Bay, WI  54311-8328 

Ph: 920-469-1313 

fax: 888-570-6460 

www.enzy.com 

Enzymatic?lkYZp~@ 
NATURAL MEDICINES- 

January 17,2003 

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

RE: Label ClaimsDisclaimers 

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 aud 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, aud may  be exploratory in nature. 

Therapy, inc. PlusTM Blend beta sitckteroi, 
campesterol, sigmasterol, 
brassicasterol, and other 
plant sterois, Panethine 

Dietary consumption of 
phytosterols in the 1200 mg  
per dose range reduces 
intestinal and biliary 
cholesterol absorption and 
helps to retain healthy 
cholesterol levels that are 
already within normal lim its.* 

I certi@ 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: j!uc&4 
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. 

Sincerely, 

M ichael P. Devereux 
Chief Financial Officer 



825 Challenger Drive 

Green Bay, W I 54311-8328 

Ph. 920-469-1313 

Fax: 888-570-6460 

www.enzy.com 

EnzymaticTherapy@  
NATURAL MEDICINES” 

Jauuary 182003 

M r. Robert Moore 
Office of Nutritional Products, Label ing & 
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. 

Therapy, Inc. 

plant sterols, Panethine 
increase bile salt excretion in 

1  the intestines.* 

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

By: 

Title: Senior Vice President of Scientific Affairs 

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

M ichael P. Devereux 
Chief Financial Officer 

f’hnl~tmil Pht. 1% 



825 Challenger Drive 

Green Bay, W I 543114328 

Ph: 9zo-469-13u 

Fax: 888-570-6460 

www.enzy.com 

EnzymaticTherap~@  
NATURAL MEDICINES’” 

January 19,2003 

M r. Robert Moore 
Of&e of Nutritional Products, Label ing & 
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. 
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Proprietary Phytosterol 
Blend beta sitosterol, 
campesterol, sigmasterol, 
brassicasterol, and other 

plant sterols, Panethine 
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In humans,  administration 
of phytosterols significantly 
decreased cholesterol 
absorption from food by 
38%.* 

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 

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

Sincerely, 

-Michael P. Devereux - 
Chief Financial Off&r 



825 Challenger Drive 

Green Bay, W I 54311-8328 

Ph: 920-469-1313 

Fax: 888-570-6460 

www.enzy.com 

Enzymaticlherap~@ 
NATURAL MEDICINES” 

January 20,2003 

M r. Robert Moore 
Office of Nutritional Products, Label ing & 
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 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. 
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Enzymatic 
Therapy, Inc. 

Cholestoril 
PIUSTM 

Proprietary Phytosterol 
Blend beta sitosterol, 
campesterol, 
sigmasterol, 
brassicasterol, and 
other plant sterols, 
Panethine 

Human studies have 
demonstrated that pantethine is 
beneficial for retaining heatthy 
cholesterol levels that are 
already within normal lim its.* 
Additionally, studies have shown 
that 600 mg  of pantethine per 
day is required to achieve this 
beneficial support.* 

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,/&/03 

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 
Cholestoril Plus 17e  



825 Challenger Drive 

Green Bay, WI 54311-8328 

Ph: 920-469-1313 

Fax: 8x8-570-6460 

www.enzy.com 

EnzymaticTherapy,@ 
NATURAL MEDICINES” 

January 2 1,2003 

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 Claim.sDisclaimers 

Dear Mr. Moore: 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wi,sco&n 
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. Plusm 
Cholestoril 
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Pr~pri&y Phytosterol 
Blend beta sitosterol, 
campesterol, sigmastefol, 
brassicasterol, and other 
plant sterols, Panethine 

cholesterol absor&ion from 
food* 

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: #u@lu 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: l/&j,/&3 

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 

Chokstoril Plus 1 Se 



825 Challenger Drive 

Green Bay, W I 54311-8328 

Ph: 92o-469-1313 

Fax: 8881570-6460 

www.enzy.com 

EnzymaticTherap~@  
NATURAL MEDICINES’” 

January 22,2003 

M r. Robert Moore 
Office of Nutritional Products, Label ing & 
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 inch&d 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. 
C holestoril 
PlusfM Blend beta sitckterol, 

campesterol, sigmasterol, 
brassicasterol, and other 
plant sterols, Panethine 
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Phytosterols: Helps ‘- 
, , -y.  

“’ 
increase bile salt excretion* 

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 AfGirs 

Date: $/&a,/03 

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

M ichael P. Devereux 
Chief Financial Officer 

Cholestotil Plus 19e 



825 Challenger Driv 

Green Bay, WI 54311-832 

Ph: 920-469-131 

Fax: 888-570-646 

www.enzy.coI 

EnzymaticThempx@  
NATURAL MEDICINES” 

January 23,2003 

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 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. 

Therapy, Inc. PiusTM Bleid beti sitckterol, 
campesterol, sigmasterol, 
brassicasterol, and other 
plant sterols, Panethine 

cholesterol biosynthesis* 

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: -+A&!~+ 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: 1 d3/03 

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 

Cholestoril Plus 20e 



825 Challenger Drive 

Green Bay, W I 54311-8328 

Ph: 920-469-1313 

Fax: 888-570-6460 

www.enzyxom 

EnzymaticTherap~@  
NATURAL MEDICINES’” 

January 24,2003 

M r. Robert Moore 
Office of Nutritional Products, Label ing & 
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, 
aud 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. 

L 

Therapy, Inc. PlusTM Blend beta sitosterol, 
campesterol, sigmasterol, 
brassicasterol, and other 
plant sterols, Panethine 

fatty acid biosynthesis* 

I certify that the tiormation contained in this notice is complete and accurate and that Enzymatic 
Therapy, Inc. has substantiation that the statements are truthful aud not m isleading. 

By: 

Title: Senior Vice President of Scientific Affairs 

Date: lli4# 03 

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

Sincerely, 

Chief Financial Officer 

Cholestoril Plus 2  le 



825 Challenger Drive 

Green Bay, W I 54311-8321 

Ph: 920 469-131: 

Fax: 888-570-5461 

www.enzy.con 

:nzymaticTherapy.e 
YATURAL MEDICINES- 

January 25,2003 

M r. Robert Moore 
Office of Nutritional Products, Label ing & 
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 statemeuts 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. 

F  

Therapy, Inc. Plus” Blend beta sitosterol, 
campesterol, sigmasterol, 
brassicasterol, and other 
plant sterols, Panethine 

fatty acid oxidaion 
(catabolism) 

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: l/&5/ 03 

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 

Cholestoril Plus 22e  


