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August 23,2005 I. .’ ._ :> ‘_ ,- 

Office of Nutritional Products, Lab,eling & 
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 

KE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the Yellowing product is Manufactured; Pa&ed, and/or Dist@buted by Enzymatic 
Therapy, Inc. at 825 Challenger Dlive, Green Bay, Wisconsin 543 11 h?s a label @at @mtains a statement provided 
by section 403(r)(6) of the FederallFood, Drug and Cosmetic Act. Enzymi@ic Tbe~a&, Inc, wishes to take advantage 
of the exemption to section 201(g){ l)(C) of the act and comply with se&on ~~3(~)~6) of the mt. These claims are 
not necessarily for a product we c$-rently inarket or plan to market in the immediate f@ure, and may be exploratory 
in nature. 

(pyridoxine’ HCI),. Folic Acid, ,Vitamin B 12 
(cyanocobalan$n), Magn~i~~ L-Selenomethionine, 
L-Arginine HCl, C&n&e:, CoQlO, Policosanol, 
Hawthbm BenyExtract, Taurine, Garlic, Grape Seed 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements &e tmth%l and not misleading. 

By: 

Title: Senior Vice President of Scientific Affairs 

Date: 3123 /b 5 

If you have any questions, please contact Robert Doster, Senior Vice PEeside& of Scientific Affairs at 
(920) 406-3608. 
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August 23,2005 

Office 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 prpduc$ is Mantiactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, j%sconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) ofthe FederalFood,Drug and Cosmetic Act. Enzymatic Therapy, In&. wishes to take advantage 
of the exemption to section 201(g)(l)(C) ofthe 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 irr’the aviate future, and may be exploratory 
in nature. 

(cyanocobalar#n), ~a~~i~, L-Selenomethionine, 
L-Arginine HCL, Car-n&e, CoQlO, Policosanol, 
Flawthorn Ben!y Extract, Taurine, Garlic, Grape Seed 
Extract, Grape~SkinExtract, N-acetyl-L-cysteine, 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
e truthful and not misleading. 

Title: Senior Vice President of S@entific Affairs 

Date: trh3hs 

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

Chief Financial Officer 
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August 23,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center far 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, an&or D~s~buted by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 kl has a label&at contams a statement provided 
by section 403(r)(6) of the Federal‘Food, Drug and Cosmetic, Act. Ern!zymatic Therspy, Inc.: wishes to take advantage 
of the exemption to section 201(g)(l)(C) of theact and comply with section 403(r)(6) of then act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate fUrb, and may be exploratory 
in nature. 

cholesterol (HDL-2) leveits.* 

in this notice is complete andaccurate and that mymatic Therapy, Inc. has 
substantiation that uthful and n&t misleading. 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Date: F3 />3/0S 

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

Chief Financial Officer 
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August 24,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5100 Paint Branch Parkway - 
College Park, MD 20740 

RE: Label ClaimslDiscIaimers 

Dear Sir or Madam: 

This letter is to notify you that the ,following product is Manufactured, backed, and/or Dissipated by Enzymatic 
Therapy, Inc. at 825 Challenger Dr-ive,.C&een Bay, Wisconsin 5431 I- has a l&be1 that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act, Enzymatic Therapy, In& wishes to take advantage 
of the exemption to section 2Ol(g# l)(C) ofthe act snd comply with section 4~3~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. 

Clinically shown to reduce CRP 
(C-Reactive Protein) teveb.* 

Vitamin % (asCorbic +%I), Vita&in E (mixed d-alpha 
tocophe&ls), N~a~~‘~~aci~~ide), Vitamin B6 
(pyridaxme HCl),, Folic Acid,‘Vitamin B12 
~cy~o~o~al~‘~), Ma~~si~~ L-Selenomethionine, 
L-Arginine HCl, Carmtine, CoQJO, Policosanol, 
‘HawthornBerry Ext.+&, Tam&, Gariic, Grape Seed 
Extract, Grape Skin,Extract, &&ace@,&L-cysteine, 

I certify that the information contained in this n&x is complete and~accurate and that Enzymatic Therapy, Inc. has 
substantiation that t e truth&l and not misleading. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

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

P 

ichael P. Devereux 
Chief Financial Officer 



W4TEGRATIVE ~~~~A~~U~~C~ WIG.” WW.YIMATIC THERAPY* 
NF Formulas + PhytoPharmica a 

Tyler Encapsuiations 4 Vitaline Fdrmulas ~~Y~OP~A~~ICA~ 
,--_ ..I . . ..--. .-1. -^..“-v”~ -.... ^X” ,..- _“.X ._. --I- _-.,_ .” . . . . . I _-. . .._ _ _..“__._-_... _ “l. -_ .___ ..__” _.,.._._ _, ._ _ ._ __. “-_ 

9755 SW Cam>merce C&de, Suite 82 825’Challenger Drive, Green Bay, WI 5431 I-8328 
Wilsoiwille, OR 97070 P: 92O.rf69.1313 9 F: 888570.6460 (Enzymatic} 

P: 503.582.8386 a, F: 503.582.?467 P: 92~0.469.9099 + F: 920.469.4418.(Phyto) 

August 24,2005 

O ffice of Nutritional Products, Labeling (St. 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration , 
5 100 Paint Branch Parkway 
College Park, MD ;!0740 

RE: Label CiaimsiDisclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, PaGked, and/or Distributed by Enzymatic Therapy, 
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 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 
20 1 (g)(I)(C) of the act and comply with section 4d3(r)(6) of the act. These claims are not necessarily for a product we 
currently market or plan to market in the immediate f&u&e, and may be exploratory in nature. 

conducted at Scripps 
Memorial Hospital to 

cholesterol) levels* 

Niacin (niacinamide), Vitamin B6 fpyridoxine I-I&),. Folic Acid, 
Vitamin B 12 (cyanocobala$n& ~~~eai~ (from Magnesium amino 
acid &elate), Selenium (L-Seleno~ethianiMeI, L-Arginine (fcom L- 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Date: w/24/ as 

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

Michael P. Devereux 
Chief Financial O fficer 
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August 24,2005 

Office of Nutritional Products, Labeling & ’ 
Dietary Supplements, HFS SlO 
Center for Food Safety and Applied Nutrition. 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label ClaimsiDisclaimers 

Dear Sir or Madam: 

This letter is. to notify you that the following,product is ~anufac~ed, Packed, an&or Distributed by Enzymatic Therapy, 
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided by section 403(r)(6) 
of the Federal Food, Drug and Cosmettc Act. Ermymatic Therapy, Inc. wishes to takeadvantage of the exemption to section 
201(g)(l)(C) of the act and comply with section 4(r3(r)(&).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 e&oratory in nature. 

Levels of HDLZ (best 
cholesterol) rose up to 
21%." 

Vitamiri .C (ascorbic acid), Vitaznin E (mixed d-alpha bcopherols), Niacin 
(niaci&mide), Vitamin B6 (pyridoxine HCl),, Folic Acid, Vitamin B 12 
~c~~nocubal~~n), Magnesium (fron? Magnesium amino acid chelate), 
Selenium ~-Sele~orn~t~o~n~),.L~~gi~e (from L-arginine HCI), L- 
Can&e (from L-ca&ine L-tartrate)~ Coenzyme Q 10 (CoQl 0) 
(ubiquinone lo), Policosanoi, ~Hawthorn Berry Extract, Taurine, Garlic, 
Grape geed Extract, Grape Skin Extract, N-acetyl-L-cysteine, Alpha Lipoic 
Acid, Soy Isoflavones, Tocotrienols 

I certify that the information contained in this notice is camplea and accurate and that Enzymatic Therapy, Inc. has 
substantiation that t truthful and not misleading, 

By: 
Robert Doster 

Title: Senior Vice President of Scien@c Affairs 

Date: Q-/~yIR.5; ; 

If you have any questions, please corm&t Robert Doster, Senior Vice President of S~~e~t~~c.Af~~~s at 
(920)406-3608. 

Sincerely, 

Mic 
Chief Financial Officer 
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August 24,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplementi, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
CoIlege Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the foilowing.praduct is l$mufactured, Packed, and/or ~~s~jbut~d,~y Enzymatic Therapy, 
Inc. at 825 Challenger Drive, Green Bay, Wisco&in 543 11 has a label that coatai~s a statement provided by section 403(r)(6) 
of the Federal Food, Drug and Cosme& Act. Enzymatic Therapy, Inc. wishes to take a&&age of the exemption to section 
201(g)(l)(C) of the act and comply with sectiosl403(r)(6) o%the act. These @aims are not necessarily for a product we 
currently market or plan to market in the immediate f~~@e, and may be explanatory in nature. * 

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

By: 

Title: Senior Vice President of Scientific Affairs 

Date: g/!J.y/C?s 

If you have any questions, please contzjct Robert Doster, Senior Vice President of Scientific A&airs at 
(920) 406-3608. 

Michael P. Devereux 
Chief Financial Officer 
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August 24,2005 

Office of Nutritional Products, 
Dietary Supplements, HFS 8 10 

Labeling & 

Center for Food Safety and Applied Nutrition 
Food and Drug Administration 1 
5 100 Paint Branch Parkway 
College Park, MD Z!Q740 

RE: Label Claims/Disclaimers : 

Dear Sir or Madam: 

This letter is to notify you that the following product is Mantiactured, Packed, and&n Distributed by Enzymatic Therapy, 
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains astatememprovided by section 403(r)(6) 
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes t~‘~~,~~v~~~e 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. 

slum ammo aci 

I certify that the information contained. in this notice is complete and accurate and that Ematic Therapy, Inc. has 
substantiation that statements are t~thful and not misleading. 

Robert Doster 
Title: Senior Vice President ,of Scientific Affairs 

Date: %/a Y/m 

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

Michael P. Devereux 
Chief Financial Officer 
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August 24,2005 

Office of Nutritional Products, Labeling & 
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 ~~u~act~ed, Paked, and/or Distr$.mted 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 Aet. Enzymatid Therapy, Inc. wishes to take adva~~~~ of the exemption to section 
201(g)(l)(C) of the act and comply with se@m 403(r)(6) af the act. These claims are not necessarily for a product we 
currently market or plan to market in the immediate f&t&-e, and may be exploratory i&nature. 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that e truthful and not misleadiig. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: SfLW/pS 
If you have any questions, please co&act Robert Do&$, Senior Vice President of ScGenti%c Affairs at 
(920) 406-3608. 

Since ely, 
c- 

~~~ 
Michael P. Devereux 
Chief Financial Officer 



INlXCRATIFB XWzRAPLUTlCS- INC.” 1 E~t4ZWMATiC THERAPY’ 
NF.Formulqs .k PhytoPharmica &z 

PHWX3PHARMICA’ Tyler EncapsulaMans o Vitaline Farmppas 
-._ .__- - ..-.-_. -, .“,___I_)“.,- ___., -. .r-__.-. -1 .- 1, . ,.-- -_. . . -.. _ ..*_ ,.^ - .._ _. _-___ ._._._ -_ .-.-._.__.._ 

97~55 5W Commerce Circle,, Suite 82 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wikwi,lle, OR. 97070 P: 920.469.1313 4t F: 888570.6460 (Enzymatic) 

P: .503,$82.8386 4. F: 503.582.0467 I?: 920.469.9099 e F: 920.469.4418 (Phyto) 

August 2.52005 

O ffice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nuixition 
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 ~~~ac~ed, Packed an&or Distributed-by Enzymatic Therapy, 
Inc. at X25 Challenger Drive, Green Bay,’ Wisconsin 543El has a label th;it contains a statement provided by section 403(r)(6) 
of the Federal Food, Drug and Cosmetic Act, Enzymatic Therapy, Inc. w&hes to take u&a&age of the exemption to section 
201(g)(l)(C) of the act and comply with sect&i 403(r)@) ofthe 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. 

HDL RXTM* 

blood circulation.* 

I certify that the information contained in this notice is pm-q&e and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific AffGirs 

Date: S /as/Z)4 

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 
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August 25,2005 

Office 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,folIgwing product is &+anufactGred, Packed, and/or Dis~b~ted by Enzymatic Therapy, 
Inc. at 825 Challenger Drive, Green Bay, %%&&n5431”1 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 
20 l(g)(l)(C) of the act and comply with section 403(r)@) of the act, These claims are not ne,cessariiy for a product we 
currently market or plan to market in the imme&ate future, and may be exploratory in nature. 

to improve good 
cholesterol levels and 
heart heatlh.* ’ 

I certify that the information contained in,this notice is comple%e 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: 3/&2S/D.r 

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

Chief Financial Officer 


