
INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY’ 
NF Formulas * PhytoPharmica L 

Tyler Encapsulations ‘* Vitaline Formulas PHYTOPHARMICA’ 

9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469-l 313 ‘? F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 - F: 503.582.0467 P: 920.469.9099 a F: 920.469.4418 (Phyto) 

May.24, 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 

L ?. 

‘. 

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 82.5 
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 2Ol(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 m 
the immediate fithire, and may be exploratory in nature. 

PRODUCT NAME 
Whole Heart 
MultivitaminTM 

..: \ STATEMENTS ‘,,:,;;;:“y ^: <: 
Clinical research has also 
shown that maintaining healthy 
cholesterol and homocysteine 
levels, as well as intake of 
antioxidants, promotes 
cardiovascular health.* 

BNORE6lEN-T.S~~O~WMI~H,~~HE~C~Af~~REFERS 
Vitamin A (75% as beta carotene and as retinyl 
acetate), Vitamin C (ascorbic acid), Vitamin D-(as 
cholecalciferol), Vitamin E (as d-alpha tocophe<-yi 
acid sucinate), Thiamin (as thiamin HCI) (vitamin 
Bl), Riboflavin (vitamin B2), Niacin (as niacinamide 
and niacin), Vitamin 66 (as pyridoxine HCI), Folic 
Acid, Vitamin B12 (as cyancobalamin), Biotin, 
Pantothenic Acid (as calcium D-pantothenate), 
Calcium (as calcium carbonate and calcium citrate), 
Iodine (as potassium iodide), Magnesium (as 
magnesium aspartate and magnesium oxide), Zinc 
(as zinc gluconate), Selenium (as L- 
selenomethionine), Copper (as copper gluconate), 
Manganese (as manganese citrate), Chromium (as 
chromium picolinate), Molybdenum (as sodium 
molybdate), Sodium, Choline Bitartrate, Alpha Lipoic / 
Acid, Lycopene, Lutein (from Calendula officinalis), / 
Vanadium(as vanadyl sulfate), Zeaxanthin (from i 
Calendula officinalis) I 

97s 0162 LET 



I cel:tify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has substantiation that 
4 the statements are truthful and not misleading. 

By: 
ji!L&!&4 

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 Officer 

Whole Heart Multivitamin 12e 
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INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY’ 
NF Formulas .+ PhytoPharmka & 

Tyler Encapsulations 3 Vitaline Formulas PHYTOPHARMICA* 

9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Green Bay, WI 54311-8328 
Wilsonville, OR 97070 P: 920.469.1313 + F: 888570.6460 (Enzymatic) 

P: 503.582.8386 J F: 503.582.0467 P: 920.469.9099 w F: 920.469.4418 (Phyto) 

8 May.24,2004 

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 product is Manufactured, Packed, 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 Federdl 
Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 2Ol(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 
Whole Heart 
MultivitaminTM f 

STATEMENTS,:.,. ?&g-;i 

In clinical studies, use of 
multivitamins, containing B 
vitamins and folate, has been 
shown to also significantly 
reduce levels of homocysteine.* 

~lN~RE~lENX(S~~~~WHl~HTHE~@~AIM~REFERS 
Vitamin A (75% as beta carotene and as retinvl . 
acetate), Vitamin C (ascorbic acid), Vitamin D*(as 
cholecalciferol), Vitamin E (as d-alpha tocopheryl 
acid sucinate), Thiamin (as thiamin HCI) (vitamin 
BI), Riboflavin (vitamin B2), Niacin (as niacinamide 
and niacin), Vitamin B6 (as pyridoxine HCI), Folic 
Acid, Vitamin 812 (as cyancobalamin), Biotin, 
Pantothenic Acid (as calcium D-pantothenate), ; 
Calcium (as calcium carbonate and calcium citrate), 1 
Iodine (as potassium iodide), Magnesium (as 
magnesium aspartate and magnesium oxide), Zinc 
(as zinc gluconate), Selenium (as L- 
selenomethionine), Copper (as copper gluconate), 
Manganese (as manganese citrate), Chromium (as 
chromium picolinate), Molybdenum (as sodium 
molybdate), Sodium, Choline Bitartrate, Alpha Lipoic 
Acid, Lycopene, Lutein (from Calendula officinalis), 
Vanadium(as vanadyl sulfate), Zeaxanthin (from 
Calendula officinalis) 



s 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: 
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. 

Sincerely, f 

/4G.-wb~ 
M chael P. Devereux 
Chief Financial Officer 

Whole Heart Multivitamin i3e 



h . ..!&> - ,As 

INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY’ 
NF Form&as + PhytoPharmica b 

Tyler Encapsulations r\ Vitaline Formulas PHYTOPHARMICA” 
-:.-.---.--..-L-- ..- .--__.--.--._-.--.-.-.-- ---....-- --.-...--..._ - ..------ -..-- ..-. -.- ._. .~~. ” 

9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Green Bay, WI 5431 I-8328 
Wilsonville, OR 97070 P: 920.469.1313 * F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 * F: 503.582.0467 P: 920.469.9099 22 F: 920.469.4418 (Phyto) 

May 24,2004 

.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 product is Manufactured, Packed, 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 201(g)(l)(C) of the acf 
and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we currently market or plan to mer!.e. ‘J 
the immediate future, and may be exploratory in nature. 

PRODUCT NAME 
Whole Heart 
Multivitamin” 

’ :;STATEMENTS * ” ::&; :‘( 

Lower homocysteine levels 
have been shown to support 
healthy heart function.* 

‘lNGREDIE~~(S~~O.;WHICHBHE‘C~AIM REF,ERS 
Vitamin A (75% as beta carotene and as retinyl 
acetate), Vitamin C (ascorbic acid), Vitamin D (as 
cholecalciferol), Vitamin E (as d-alpha tocopheryl 
acid sucinate), Thiamin (as thiamin HCI) (vitamin 
Bl), Riboflavin (vitamin B2), Niacin (as niacinamide 
and niacin), Vitamin B6 (as pyridoxine HCI), Folic 
Acid, Vitamin 612 (as cyancobalamin), Biotin, 
Pantothenic Acid (as calcium D-pantothenate), 
Calcium (as calcium carbonate and calcium citrate), 
Iodine (as potassium iodide), Magnesium (as 
magnesium aspartate and magnesium oxide), Zinc 
(as zinc gluconate), Selenium (as L- 
selenomethionine), Copper (as copper gluconate), 
Manganese (as manganese citrate), Chromium (as 
chromium picolinate), Molybdenum (as sodium 
molybdate), Sodium, Choline Bitartrate, Alpha Lipoic 
Acid, Lycopene, Lutein (from Calendula officinalis), 
Vanadium(as vanadyl sulfate), Zeaxanthin (from 
Calendula officinalis) ! 



, I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has substantiation that 
’ the statements are 

By: 
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. 

s’ln p . by 

Mlchakl P. Devereux 
Chief Financial Officer 

Whole Heart Multivitamin 14e 



INTEGRATIVE THERAPElJl‘ICS INC.- ENZYMATIC THERAPY’ 
NF Formulas + PhytoPharmica 6x 

Tyler Encapsulations CI Vitaline Formulas PHYTOPHARMICA. 
_ _.~ .__________- - _--.--- .._... - -.-_. - _-.. 

9755 SW Commerce Circle, Suite BZ 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.1313 * F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 * F: 503.582.0467 P: 920.469.9099 n F: 920.469.4418 (Phyto) 

May 26,2004 

O ffice 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 Manufactured, Packed, 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 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 
Whole Heart 
MultivitaminTM I 

1 

STATEMENTS::;, ,;:“Xi;,’ 
Whole Health MultivitaminTM is 
a full spectrum multivitamin 
featuring key nutrients for 
targeted heart health.* 

t’INGREDIENT(S) .TO:-W.HICH 3=HEX2dVM’~REEERS 
Vitamin A (75% as beta carotene and as retinyl 
acetate), Vitamin C (ascorbic acid), Vitamin D (as 
cholecalciferol), Vitamin E (as d-alpha tocopheryl 
acid sucinate), Thiamin (as thiamin HCI) (vitamin 
Bl), Riboflavin (vitamin B2), Niacin (as niacinamide / 
and niacin), Vitamin B6 (as pyridoxine HCI), Folic 
Acid, Vitamin B12 (as cyancobalamin), Biotin, 
Pantothenic Acid (as calcium D-pantothenate), 
Calcium (as calcium carbonate and calcium citrate), 
Iodine (as potassium iodide), Magnesium (as 
magnesium aspartate and magnesium oxide), Zinc 
(as zinc gluconate), Selenium (as L- 
selenomethionine), Copper (as copper gluconate), 
Manganese (as manganese citrate), Chromium (as 
chromium picolinate), Molybdenum (as sodium 
molybdate), Sodium, Choline Bitartrate, Alpha Lipoic 
Acid, Lycopene, Lutein (from Calendula officinalis), 
Vanadium(as vanadyl sulfate), Zeaxanthin (from. 
Calendula officinalis) 



) 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. 

Bv: -,. 
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. 

Sincerely, 

Chief Financial Officer 

Whole Heart Multivitamin lGe 



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY= 
NF Formulas -a PhytoPharmica & 

Tyler Encapsulations * Vitaline Formulas PHYTOPHARMICA’ 

9755 SW Commerce Circle, Suite 82 
Wilsonville, OR 97070 

P: 503.582.8386 <* F: 503.582.0467 

82.5 Challenger Drive, Green Bay, WI 5431 I-8328 
P: 920.469.1313 * F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 6 F: 920.469.4418 (Phyto) 

wbnt Betterp& like.- 
- 

May 26,2004 

O ffice 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 Pal-k, 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 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. 

PRODUCT NAME 
Yhole Heart 
UtivitaminTM 

STATEMENTS I >‘$~.,p 
Elevated homocysteine levels 
and an inadequate intake of 
antioxidants are not supportive 
of optimal cardiovascular 
health.* 

i : IN%REDIENT(S)~TO VVWICM 5WEXZAIM:~REF’ERS ] 
Vitamin A (75% as beta carotene and as retinyl j 
acetate), Vitamin C (ascorbic acid), Vitamin D (as / 
cholecalciferol), Vitamin E (as d-alpha tocopheryl ) 
acid sucinate), Thiamin (as thiamin HCI) (vitamin 
Bl), Riboflavin (vitamin B2), Niacin (as niacinamide 

( 

and niacin), Vitamin B6 (as pyridoxine HCI), Folic 
Acid, Vitamin B12 (as cyancobalamin), Biotin, 
Pantothenic Acid (as calcium D-pantothenate), 
Calcium (as calcium carbonate and calcium citrate), 
Iodine (as potassium iodide), Magnesium (as 
magnesium aspartate and magnesium oxide), Zinc 
(as zinc gluconate), Selenium (as L- 
selenomethionine), Copper (as copper gluconate), 
Manganese (as manganese citrate), Chromium (as 
chromium picolinate), Molybdenum (as sodium 
molybdate), Sodium, Choline Bitartrate, Alpha iipoic 
Acid, Lycopene, Lutein (from Calendula officinalis), 
Vanadium(as vanadyl sulfate), Zeaxanthin (from 
Calendula officinalis1 



1 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: 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: S/a (; 10 ‘J 

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

Sincerely, f! 

j2-J P&--p 
Michael P. Devereux 
Chief Financial Officer 

Whole Heart Multivitamin 17e 



INTEGRATIVE THERAPEUTICS INC.” 
NF Formdas u PhytoPharmica 

Tyler Encapsulations ‘* Vitaline Formulas 

ENZYMATlC THERAPY* 
lir 

PHYTOPHARMICA’ 

9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Green Bay, WI 54311-8328 
Wilsonville, OR 97070 P: 920.469.1313 b F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 %  F: 503.582.0467 P: 920.469.9099 * F: 920.469.4418 (Phyto) 

t May26,2004 

Oi3ice of Nutritional Products, Labeling & 
Dietary Supplements, I-IFS 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 Manufachlred, 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 fitture, and may be exploratory in nature. 

PRODUCT NAME 
Whole Heart 
MultivitaminTM 

STATEMENTS ,::,;;i :‘” 1:INGREDIENT(S) TO.WHICH.TTHE CLAIM REFEFX?] 
Vitamins A, C and E are Vitamin A (75% as beta carotene and as retinyl 
antioxidants that specifically acetate), Vitamin C (ascorbic acid), Vitamin E (as d- 1 
support heart health.* alpha tocopheryl acid sucinate), 

1 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: wek4 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: J-721, /z.JY 

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 



ENZYMATIC THERAPY 
. . : :* 1’ .-2 F> p I? 72 ,a T E 0 

R%atBetterfeelslike.* 

INTEGRATIVE THERAPEUTICS INC.” 
NF Formulas 3 PhytoPharmica 

Tyler Encapsulations * Vitaline Formulas _..^._ - 
9755 SW Commerce Circle, Suite B2 

Wilsonville, OR 97070 
P: 503.582.8386 * F: 503.582.0467 

ENZYMATIC THERAPY’ 
t 

PHYTOPHARMICA’ 

825 Challenger Drive, Green Bay, WI 54311-8328 
P: 920.469.1313 -) F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 c F: 920.469.4418 (Phyto) 

, May,26, 2004 

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 Manufactured, Packed, 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 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 unmediate future, and may be exploratory in nature. 

PRODUCT NAME 

Whole Heart 
MultivitaminTM 

STATEMENTS?;: :‘: ;;‘;:‘: :‘;: ::‘ -:‘.INGREDIENT S ‘TO WHICH’THE-:O~qlM,~,,, 
_3_ j_ ;““l:- i ‘:‘:< ,$:;,:, ‘I>:, “I,.,’ ,’ ::,- ,~ __ ,‘,,;> ,%; >x h ‘.’ ‘&RS’; ,:,‘.; I‘ : ‘. 

Vitamins B6, 812 and folic acid have Vitamin B6 (as pyridoxine HCI), Folic Acid, 
been shown in clinical studies to Vitamin B12 (as cyancobalamin) 
lower homocysteine levels.* 

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

By: #if&&L 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: SbL? hf 

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

slllc~ p *J+ 

Michael P. Devereux 
Chief Financial Officer 



INTEGRATIVE THERAPEUTICS INC.‘- 
NF Formulas ) PhytoPharmica 

Tyler Encapsulations * Vitaline Formulas _. -_-..----__---._-----_-.-_--. . 
9755 SW Commerce Circle, Suite B2 

Wilsonviile, OR 97070 
P: 503.582.8386 * F: 503.582.0467 

ENZYMATIC THERAPY* 
& 

PHYTOPHARMICA* 

825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 * F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 ‘s F: 920.469.4418 (Phyto) 

May 26,2004 

,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 

KE: 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. a! I Z _C 
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 201(g)(l)(C) of the acl 
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 

Whole Heart 
MultivitaminTM 

;; ;STATEMENTS:‘:.:. :. ‘; ,;: 
, _’ ‘* 0 .: A ?,,, %, 

Alpha lipoic acid, lycopene &d lutei; Alpha Lipoic Acid, Lycopene, Lutein (from 
are also potent antioxidants.* Calendula officinalis) 

1 I I I 

1 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 



INTEGRATIVE THERAPEUTlCS INC.” ENZYMATIC THERAPY’ 
NF Formulas a PhytoPharmica & 

Tyler Encapsulations 4 Vitaline Formulas PHYTOPHARMICA- 
-_--_.---._.---_- -.-.-----.-----I ---.- --.-- --_------_--._-_- .-_..... __ _ . _ 

9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.1313 o F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 o F: 503.582.0467 P: 920.469.9099 3 F: 920.469.4418 (Phyto) 

May 26.2004 

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 product is Manufactured, Packed, andor 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 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 mar:<et ,n 
the immediate future, and may be exploratory in nature. 

IPRODUCTNPiME 
MultivitaminTM 

Among regular users of 
supplemental vitamins, average 
serum homocysteine levels are 
reported to be 1.5 micromolar lower 
than those who do not supplement.* 

?:.i INGREDIENT@ ‘TOWVHlGH THEWAIM ^( : 3,, x< ~ .c _-A $,‘. I ” ^; 1 ‘RE~;@~~j~ :‘$,“p .‘,,; “.,;:‘” ‘_, : ‘~‘_ 

VitaminA (75%‘as beta carotene and as retinyl 
acetate), Vitamin C (ascorbic acid), Vitamin De 
(as cholecalciferol), Vitamin E (as d-alpha 
tocopheryl acid sucinate), Thiamin (as thiamin 
HCI) (vitamin BI), Riboflavin (vitamin BZ), 
Niacin (as niacinamide and niacin), Vitamin B6 
(as pyridoxine HCI), Folic Acid, Vitamin B12 
(as cyancobatamin), Biotin, Pantothenic Acid- 
(as calcium D-pantothenate), Calcium (as 
calcium carbonate and calcium citrate), Iodine 
(as potassium iodide), Magnesium (as 
magnesium aspartate and magnesium oxide), 
Zinc (as zinc gluconate), Selenium (as L- 
selenomethionine), Copper (as copper 
gluconate), Manganese (as manganese 
citrate), Chromium (as chromium picolinate), 
Molybdenum (as sodium molybdate), Sodium, 
Choline Bitartrate, Alpha Lipoic Acid, 
Lycopene, Lutein (from Calendula officinalis), 
Vanadium(as vanadyl sulfate), Zeaxanthin 
(from Calendula officinalis) 



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: 
#ml&4 

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. 

smp*b+ 

Michael P. Devereux 
Chief Financial Officer 

Whole Heart Multcvitamin Zle 



, May ,26,2004 

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 

INTEGRATIVE THERAPEUTICS INC.* ENZYMATIC THERAPY’ 
NF Formulas * PhytoPharmica br 

Tyler Encapsulations I, Vitaline Formulas PHYTOPHARMICA’ 

9755 SW Commerce Circle, Suite 82 
Wilsonville, OR 97070 

P: 503.582.8386 + F: 503.582.0467 

825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 * F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 0 F: 920.469.4418 (Phyto) 

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 fLiture, and may be exploratory in nature. 

PRODUCT NAME 

Whole Heart 
MultivitaminTM 

:,,STATEMEN~S?:::C:.,~..:~“~~~!:‘: ‘:; , :_ ,::-, “;‘$““, .,,r (:( ,“>, %~‘ .:-j~;,~-.+-+ :, .-i > x, =‘.“ ““: “a:: ,-i, ,f>’ i, ;~ :,, _; 
A clinical study bi over 500” people Vitamin B6 (as pyridoxine HCI), Folk Acid, 
who added fok acid, Vitamin B6 and Vitamin B12 (as cyancobalamin) 
Vitamin B12 supplements to their 
diet, found that they experienced 
significant cardiovascular 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 misleading. 

RV. 
-J ’ 

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. 

Sincerely, 

WP*b4 
Michael P. Devereux 
Chief Financial Officer 



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY’ 
NF Formulas 9 PhytoPharmica 6r 

Tyler Encapsulations 9 Vitaline Formulas PHYTOPHARMICA’ 
---..--- ---- ---- - ._-._._. - ._._.___ __^__.._I.__..___.._ 

9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, WI 5431 I -8328 
Wilsonville, OR 97070 P: 920.469.1313 * F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 * F: 503.582.0467 P: 920.469.9099 .> F: 920.469.4418 (Phyto) 

I 
May 26,2004 

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 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. 

PRODUCTNAME . :STATEMENTS.: ;:j, j 
,, “j 

I ::i:;i ,;:: ,,- _j 

Antioxidant~ 

..-“s’“:,~l, -p: ‘j, ‘. *“,;.&. *, ‘\., ‘” c; ,e; 
Mole Heart inhibit cell da&&ng ‘. 
WultivitaminTM 

Vitamin A (75% as beta carotene and as retinyl 
acetate), vitamin C (ascorbic acid), Vitamin DO 
(as cholecalciferol), Vitamin E (as d-alpha 
tocopheryl acid sucinate), Thiamin (as thiamin 
HCI) (vitamin Bl), Riboflavin (vitamin BZ), 
Niacin (as niacinamide and niacin), Vitamin B6 
(as pyridoxine HCI), Folic Acid, Vitamin B12 
(as cyancobalamin), Biotin, Pantothenic Acid 
(as calcium D-pantothenate), Calcium (as 
calcium carbonate and calcium citrate), iodine 
(as potassium iodide), Magnesium (as 
magnesium aspartate and magnesium oxide), 
Zinc (as zinc gluconate), Selenium (as L- 
seienomethionine), Copper (as copper 
gluconate), Manganese (as manganese 
citrate), Chromium (as chromium picolinate), citrate), Chromium (as chromium picolinate), 
Molybdenum (as sodium molybdate), Sodium, Molybdenum (as sodium molybdate), Sodium, 

1 
j , 

Choline Bitartrate, Alpha Lipoic Acid, Choline Bitartrate, Alpha Lipoic Acid, 
Lycopene, Lutein (from Calendula officinalis) Lycopene, Lutein (from Calendula officinalis) 

’ 1 ’ 1 ’ ’ 
Vanadium(as vanadyl sulfate), Zeaxanthln Vanadium(as vanadyl sulfate), Zeaxanthln 
(from Calendula officinalis) (from Calendula officinalis) 



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: I 

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

Date: <5 laid lay 

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 

c 

Whole Heart Multivitamin 23e 



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY’ 
NF Formulas * PhytoPharmica ’ El 

Tyler Encapsulations Q Vitaline Formulas PHYTOPHARMICA’ 
____ --____--_. --.-.-.--- .--.------ _I -... ----- ~__....._. .._._ 

9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.1313 * F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 .> F: 503.582.0467 P: 920.469.9099 * F: 920.469.4418 (Phyto) 

May 2 7. 2004 

.Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 IO 
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 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. 

PRODUCT NAME 

Whole Heart 
MultivitaminTM 

STATEMENTS $I.‘:;: 
* .’ T ;‘$INGREDIENT S ‘:~@&j!H]CH~~HE ~~j&IM ‘~ 1 I. I,, ,’ : ,.; ;:i,y,.+,‘;; ;;: ,&<,, \‘:, ,,+ , ‘,,,.&.,, _>^ ,_ : ‘i,,, i‘.,*. i .‘).“. y:‘? , ; ” &‘kE~,ERS t.’ i , ,; ‘, 

Supports the function of cardiac Vitamin A (75% as beta carotene and as retinyl 
mitrochondria (energy producing acetate) 
cells.* 

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

By: -fh4w4 
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 Officer 



INTEGRATIVE THERAPEUTICS INC.- ENZYMATIC THERAPY’ 
NF Formulas ,P PhytoPharmica 6r 

Tyler Encapsulations + Vitaline Formulas PHYTOPHARMICA’ 
--- -.-~~ ___-- ____ -----_- --.-_.. _.- ..--.-_---__-_.. . ..“___ _.-- -. _ -.-_ -._. .___ 

9755 SW Commerce Circle, Suite 62 825 Challenger Drive, Green Bay, WI 54311-8328 
Wilsonville, OR 97070 P: 920.469.1313 + F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 * F: 503.582.0467 P: 920.469.9099 8 F: 920.469.4418 (Phyto) 

May 27,2004 

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 Manufactured, Packed, and/or Distributed by Enzymatic Therapy, Inc. :it 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 201(g)(l)(C) of the a :t 
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 i.1 
the immediate future, and may be exploratory in nature. 

PRODUCT NAME 

Whole Heart 
MultivitaminTM 

,~STp;TEMEN~S’;‘,‘~“,;, ,; ;,‘:: * 
.rj, _, ,_ >;; ,,,* ,2 , : ; ,,” :__ .a 

,, ,,.. \ ‘-7;: ‘“, ,..,.;.4 : ,& , 
Maintains general health and vigor of Vitamin A (75% as beta carotene and as retinyl 
epithelial cells.* acetate) 

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 

Date: 

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

Sincerely, 

Chief Financial O fficer 



ENZYMATIC THERAPY 
: :: 5 t:j i.: :-3 c’ 2 2. T E 3 

whatBettt?Yfeefsiike~ - 

INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY” 
NF Formulas P PhytoPharmica b 

Tyler Encapsulations + Vitaline Formulas PHYTOPHARMICA’ 
-- ._._____ - ^_- _.___ ----__-- -.-- --.-.-. -.. .-..- ---.---- --.--- ---~ ..-. -_---_-- -. _._ _..._ ^._ 

9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.1 313 ? F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 * F: 503.582.0467 P: 920.469.9099 + F: 920.469.4418 (Phyto) 

May 27.2004 

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 product is Manufactured, Packed, 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 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 fuhu-e, and may be exploratory in nature. 

PRODUCT NAME 

Whole Heart 
MultivitaminTM 

‘INf3REDIENT(S) TO WtilCH THE, CLAIM STA+-=MEf’JW, ‘, c :‘i : ..:I .:j ; ,j~,~,:,;~, t,, R~FiiRs -7 ,_ . . i.; ,. ‘_ _” > :: _-‘I f , f, ,, 
_:_,y j ..-: 

Beta-carotene acts as an antkdant Vita&in ‘A (75% as beta carofene and as re%yl 
to inactivate free radicals.* acetate) 

I I I _-- - 

1 certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has substantiation that 

By: 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: .5/z r/oL/ 

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 



INTEGRATIVE THERAPEUTICS INC.- ENZYMATIC THERAPY. 
NF Formulas o PhytoPharmica & 

Tyler Encapsulations * Vitaline Formulas PHYTOPHARMICA- 

9755 SW Commerce Circle, Suite 62 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.1313 c. F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 f- F: 503.582.0467 P: 920.469.9099 + F: 920.469.4418 (Phyto) 

May 27,2004 

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 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 

Whole Heart 
MultivitaminTM 

STATEMENT%:; I;;,,.- :, ‘g-i;; _‘. 
. ’ ,,__, : ( ,‘,‘,;,,,‘r,.,>“‘i’ , ,‘<, -: .’ f. & r:‘ .” 6, :,” ‘̂  ,, ‘,, ‘3 ; 

Supports the immune system.* Vitamin C (ascorbic 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 truthfLl1 and not misleading. 

By: 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: skdoy 

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 



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY’ 
NF FormulAi + PhytoPharmica 6r 

Tyler Encapsulations + Vitaline Formulas PHYTOPHARMICA’ 

9755 SW Commerce Circle, Suite B2 
Wilsonville, OR 97070 

P: 503.582.8386 * F: 503.582.0467 

825 Challenger Drive, Green Bay, WI 54311-8328 
P: 920.469.13 13 0 F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 “: F: 920.469.4418 (Phyto) 

- 

May 28,2004 

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 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 m 
the Immediate future, and may be exploratory in nature. 

PRODUCT NAME _, I’ ,I . -sF@jTEM ENTs:. : ‘~ w <‘< _r ,;_ 
,,I L, ,,._,; y ~ : I’ p$J\‘! I ,I ?’ ‘~~ : (1 :.Q”: ,,.,,, INGREDIENT S ~%,O.WHlCH ‘THE 

” I is’ _j *J ,;+j. _: : Ad> :,z __ 
_ _., ,, I*” 

. I,.,., : __. , _: _, -7, ( . , (a^ gc, i <~~.&&~fR~~~~~ _‘I :; a :” ,,,p- :,p“ .*>e ” * ^. ,_, 
‘1 : ,” :,;p;i 

Whole Heart MultivitaminTM Recent research has shown that Vitamin D is Vitamin D (as cholecalciferol) 
important to the maintenance of electrolyte 
balance, volume balance and helps support the 
retention of healthy blood pressure levels that are 
already within normal limits.* 

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: 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: s/ab./o?’ 

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 



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY” 
NF Formulas o PhytoPharmica & 

Tyler Encapsulations y Vitaline Formulas PHYTOPHARMICA’ 

9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.1313 -f F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 .Q F: 503.582.0467 P: 920.469.9099 > F: 920.469.4418 (Phyto) 

May 2X. 2004 

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 product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, Inc. at 835 
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 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 m 
the immediate future, and may be exploratory in nature. 

PRODUCT NAME ( j :’ :;,,,;:<,: ; 4VATEMENTS : ,::, :,“I’ 
,j ‘? \ > : 1, ~ : ‘, , _’ r.‘_ 

Whole Heart MultivitaminTM Vitamin E is an &ti&&kkt, which inhibits Vitamin E (as d-alpha tocopheryl 
1 oxidation of low density lipids by inactivating free 1 acid sucinate) 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: 
ju@ lec 

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 Officer 



ENZYMATIC THERAPY 

INTEGRATIVE THERAPEUTICS INC.- ENZYMATIC THERAPY= 
NF Formulas > PhytoPharmica 61 

Tyler Encapsulations 9 Vitaline Formulas PHYTOPHARMICA’ 
--_.----^----_-_._-. .-- .-.- -.--..-. .-- - .___._ .__-_-- ._.. -_--.-_- ._..- -- __-_ -..--- .___...___.._ ..__ 

975.5 SW Commerce Circle, Suite 82 825 Challenger Drive, Green WI Bay, 54311-8328 
Wilsonville, OR 97070 P: 920.469.1313 + F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 3 F: 503.582.0467 P: 920.469.9099 + F: 920.469.4418 (Phyto) 

May 28,2004 

Qffice 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 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 ..I 
the immediate fuhlre, and may be exploratory in nature. 

PRODUCT NAME ,_ ,‘ST+TEMENTS’: ‘; i .i,i,:.. <, 
--- - 

INGREDIENT(S) TOiWHICH THE 
,“ L ,*’ “I - ,,_ ,>I* : ,. , ” I; :” _: I;~ ‘1 ,*: ^_ ,1 :I, ‘_\ !.. I;<‘“‘,;, : : : ‘, .) “: cli;- ““>;j‘~ I) 

Believed to inhibit c&abolik’m of‘certain fatty acids 
._ ~:,:&AIM rRERERS ’ (__. ,_ 

Whole Heart MultivitaminTM Vitamin E (as d-alpha tocopheryl 
that help form cell structures, especially 
membranes.* 

acid sucinate) 

1 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: #@set 

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

Date: 575 b/i?Y 

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

Sincerely, 

Mic 
Chief Financial Officer 



INTEGRATIVE THERAPEUTICS INC.” 
NF Formulas + PhvtoPharmica 

Tyler Encapsulations 0 Vitaline Formulas 

9755 SW Commerce Circle, Suite B2 
Wilsonville, OR 97070 

P: 503.582.8386 + F: 503.582.0467 

i 
May29,2004 

ENZYMATIC THERAPY* 
& 

PHYTOPHARMICA. 
__._-- .--- - -.---- --..- - --.---.- .-.... .-. -_ _~ 
825 Challenger Drive, Green Bay, WI 54311-8~28 
P: 920.469.1313 * F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 Q F: 920.469.4418 (Phyto) 

,.O ffice of Nutritional Products, Labeling & 
Dtetary 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 Diseibuted 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 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 ;,‘_ STATEM:$,TS‘ :; ,Y\;;, 3:; ;i,:, ;^. I:__,, :;;INGREDiENT S TO WHICH THE .‘! so:. _,I : : I”:,,:;,:$;,~ ,<f ;:’ “.‘:’ 

Maintains a ‘;eguIai heartbe$ and Gpports” 
, I _’ 

$“‘ ,,~~&#)&gpERS 
:: ,_” ,< : 

Whole Heart MultivitaminTM Thiamine (as thiamin HCI) 
-I 
1 

healthy circulation through the pumping ability of (vitaminB1) I 
/ the heart muscle.* I 

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

By: 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: sLdiw 

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 



ENZYMATIC THERAPY 

INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY’ 
NF Formulas rl PhytoPharmica ET 

Tyler Encapsblations * Vitaline Formulas PHVTOPHARMICA. 
--- - .--. -. ----- ---- ----” -... ---- ..-- _... -__ 

9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, WI 5431 I-8328 
Wilsonville, OR 97070 P: 920.469.1313 r~ F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 a F: 503.582.0467 P: 920.469.9099 .* F: 920.469.4418 (Phyto) 

May 29,2004 
I 

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 product is Manufactured, Packed, 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 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 nahue. 

PRODUCT NAME ,L’,, ;_ : STi+TEMENTS ,_:, ‘X‘),. <,,.y ‘I ,a< .~;:~~~~INGREDIENPS *.TO.WHlCH,THE 
,_1 __“_ ,(^ L’. ,, ., _* a,‘, ‘;‘,..‘! ‘,I’. “, ” 

_.’ ‘,,, ,_ ,. :I 
>’ . ” .“i’~~~~~~~~~REiEdS 

Whole Heart Multivitamin TM In clinical studies, riboflavin’has shown significant’~ Riboflavin (vitamin B2) 
benefit for heart health, and functions 
synergistically with other heart healthy nutrients.* 

1 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: +luQu * 

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. 

Sincerely, F 

WP&q 
Michael P. Devereux 
Chief Financial Officer 



INTEGRATIVE THERAPEUTfCS INC.- 
NF Formulas + PhytoPharmica 

Tyler Encapsulations * Vitaline Formulas 

9755 SW Commerce Circle, Suite 82 
Wilsonville, OR 97070 

P: 503.582.8386 + F: 503.582.0467 

- 

May 30,2004 

ENZYMATIC THERAPY’ 
br 

PHYTOPHARMICA’ 

825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 * F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 o F: 920.469.4418 (Phyto) 

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 543 1 I 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 a:t 
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 m 
the immediate future, and may be exploratory in nature. 

PRODUCT NAME 
‘:,- 

Whole Heart MultivitaminTM ’ ” In lIpId metabolism, supports healthy cholesterol Niacin (as niacinamide and 
production and assists in triglyceride breakdown niacin) 
to retain healthy cholesterol levels that are already 
within normal limits.* 

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: . 

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

Date: 5/30/6 v 

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

Sincerely, F  

/hg-fJP*b+ Mich el . Devereux 
Chief Financial Officer 



INTEGRATIVE THERAPEUTBCS INC.” ENZYMATIC THERAPY* 
NF Formulas 9 PhytoPhartiica b 

Tyler Encapsulations * Vitaline Formulas PHYTOPHARMICA. 
.__-__I_ --- ~- ___1_---- ------ --. .---..- - .__-___. 

9755 SW Commerce Circle, Suite 62 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.1313 r3 F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 a F: 503.582.0467 P: 920.469.9099 * F: 920.469.4418 (Phyto) 

- 

i 
May 30.2004 

O ffice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Pamt 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. 

PROD”Cl- NAME I , ;___;_ ‘, ;: ,_,;. ;_ :;,, ” ,^ ,,‘, ,ST;ATEMENTS ,’ “*: ’ ,;’ :‘” ‘I.;,$:? .<fNG’RED!ENT(S) TO WHICH TH): ! 
: ,, ‘̂ . , J .s; _,: ;:‘:I’:, t,;;,,. _ ,, c ‘8,;: 

Through peripheral vasodilakion, niacin supports 
CldM REkkRS ! 

i Whole Heart MultivitaminTM Niacin’(as niacinamide and --I 

! 
the retention of healthy blood pressure that is niacin) 

L already within normal limits.* 

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 

Date: 

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

Sincerelv. 

/kJ-! P&q 
Michael P. Devereux 
Chief Financial O fficer 



INTEGRATIVE fHERAPEUf#CS INC.” 
NF Formulas I PhytoPharmica 

Tyler Encapsulations + Vitaline Formulas 

ENZYMATIC THERAPY 
‘i 

9755 SW Commerce Circle, Suite B2 
Wilsonville, OR 97070 

P: 503.582.8386 * F: 503.582.0467 

ENZYMATIC THERAPY’ 
b 

PHYTOPHARMICA’ 
-_---- .--_----.-- ._.._ - __.^ -...- - __ _ __ 
825 Challenger Drive, Green Bay, WI 54311-8328 
P: 920.469.1313 * F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 * F: 920.469.4418 (Phyto) 

May 30,2004 
i 

,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 product is Manufactured, Packed, 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 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. 

1 healthy nutrients supported the muscle strength of 1 pantothenate) 
I 1 the heart.* 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: 
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. 

Sincerely, 

Miihael P. Devereux 
Chief Financial Officer 



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY” 
NF Forniuias ‘+. PhytoPharmica & 

Tyler Encapsulations 9 Vitaline Formulas PHYTOPHARMICA. 

9755 SW Commerce Circle, Suite BZ 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.1313 4 F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 .; F: 503.582.0467 P: 920.469.9099 + F: 920.469.4418 (Phyto) 

May 30,2004 

Q 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. a: F  2.’ 
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 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 

Whole Heart MultivitaminTM In a clinical study of ken &d Pantothenic Acid (as calcium D- ! 
aged from 65 to 102, an extremely significant 
direct correlation was found between zinc and 
support for healthy aortic valves.* 

pantothenate) 

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 

Date: 5/3&y 

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

Chief Financial Officer 



INTEGRATIVE THERAPEUTICS INC.- 
NF Formulas C- PhytoPharmira 

Tyler Encapsulations -a Vitaline Formulas 

975.5 SW Commerce Circle, Suite 52 
Wiisonville, OR’ 97070 

P: 503.582.8386 a F: 503.582.0467 

, May 30,2004 

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

ENZYMATIC THERAPY* 
b! 

PHYTOPHARMICA* 

825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 * F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 + F: 920.469.4418 (Phyto) 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufachu-ed, Packed, 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 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 STATEMENTS:I:::~~;,,-~:,,:;- : ,’ ‘:::.‘;;,- ; ~II\IIGREDIENT(S)~~TQ.WHICH THE 
.. 1”’ ;‘L ‘;:: 7 i ;“i‘*s > ,:;,, i y.::’ 

Clinical trials have’shi;; 
\ ;, ;. ,, 

‘* +*:;:~~,~;>L”,,, ,:“h’: 6 < ,i, ,:- L\:F,a* “:*“%i % ” *.?.‘ 
‘: , *J ( (,,, :,,r “,“< ” _ ,,“ ;( ; i J. i “Ir, ,,<,,.:,, ‘-: X., $ ,__ ,,.,~.-:C~~INi’~~~ER~~~~ “, ” ,’ 

Whole Heart MultivitaminTM that zinc significantly Pantothenic Acid (as calcium D- 
supports cardiovascular health.* pantothenate) 

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

By: #m&4 
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 FinanciaI Officer 



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY’ 
NF Formulis * PhytoPharmica 6r 

Tyler Encapsulations ‘0 Vitaline Formulas PHYTOPHARMICA’ 

9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.1313 -5 F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 + F: 503.582.0467 P: 920.469.9099 3 F: 920.469.4418 (Phyto) 

May,30,2004 

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 product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, Inc. at 835 
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 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 m 
the mun~diate future, and may be exploratory in nature. 

PRODUCT NAME 3TATEMENTS “, ;,’ [,;:~.;.~:,;“:i~~~~~ +,, : INGREDIENT(S) TO WHICHTHE 
. ,’ ‘; ‘~ ,_, , ; L :’ :,;,;;;.,;i; ,:* ‘_; 

,- _ ,,,” .” ., * 
,: !, _ 

Research has revealed tha; selenium supports 
,’ ) 

” 
.;y,j;;‘ff&&‘j REFERS , I 

Whole Heart MultivitaminTM Selenium (as L- 
cardiovascular function.* selenomethionine) 

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 

Date: J73dw 

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

Sincerely, 

JhiJ-dPd 
Mi:hael P. Devereux 
Chief Financial Officer 

\ 



INTEGRATIVE THERAPEUTlCS INC.” ENZYMATIC THERAPY’ 
NF Formulas z PhytdPharmica (r 

Tyler Encapsulations 3 Vitaline Formulas PHYTOPHARMICA’ 
-. ___- .-- ._.__ ----.-.--I__--- _ -..---- 

9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.1313 0 F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 3 F: 503.582.0467 P: 920.469.9099 IS F: 920.469.4418 (Phyto) 

, May 30,2004 
I 

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

RE: Label Claims/Discjaimers 

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 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 fuhlre, and may be exploratory in nature. 

PRODUCT NAME 

Whole Heart MultivitaminTM Copper provides 1 Copper (as copper gluconate) 
( heart muscles.* 

1 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: I 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: J-%0/0 Y 

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

Sincerely, 

Mic 
Chief Financial O fficer 



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY’ 
NF Formulas .) PhytoPharmica & 

Tyler Encapsulations s Vitaiine Formulas PHYTOPHARMICA. 
____._. .-_.__.__ --_-._ ___---_- .-.-_- -_--- .--...-...-..._..._. -_.--. -- ._. .___ -- -. .__ ._ 

9755 SW Commerce Circle, Suite 62 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.1313 ) F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 3 F: 503.582.0467 P: 920.469.9099 5 F: 920.469.4418 (Phyto) 

WbatBetterfeels like.” 
- 

May~30, 2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements. HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Admimstration 
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 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 2Ol(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. 

Whole Heart MultivitaminTM Helps support the retention ii healthy cholesterol Chromium (as chromium 
levels that are already within normal limits.* picotinate) 

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:* 
Robert c. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: sI3L)IDy 

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

Sincerely, 

Mi 
Chief Financial Officer 



INTEGRATIVE THERAPEUTICS INC.” 
NF Formulas c” PhytoPharmica 

Tyler Encap’sulations + Vitaline Formblas 

ENZYMATIC THERAPY 
9755 SW Commerce Circle, Suite B2 

Wilsonville, OR 97070 

. . P: 503.582.8386 Y F: 503.582.0467 

, May JO, 2004 

ENZYMATIC THERAPY* 
& 

PHYTOPHARMICA’ 

825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469-l 313 b F: 888.570.6460 (Enrymatic) 

P: 920.469.9099 B F: 920.469.4418 (Phyto) 

O ffice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Pamt 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. ar 82: 
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 STATEMENTS ‘: ‘, i:, ‘: i.- ., : ‘* ;i s ,I 
,b’ 2 * :.>, “’ y;:y>;;..,;~: _’ :, ’ : ~,.:;~;‘~ ,‘..i ::.‘/‘.L.*;;,,; ; ‘ 

” -’ .j : .;‘( <$“B / ;c,,- I,( ” ‘:.‘f,:T, [, ,I , .!-y:$yi.,~ ,. 
Whole Heart Multivitamin TM Supports healthy iron metabolism and supports 

healthy uric acid production.* molybdate) 

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: _ 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: 

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

Sincm p . b+ 

Michael P. Devereux 
Chief Financial O fficer 



INTEGRATtVE THERAPEUTICS INC.” ENZYMATIC THERAPY* 
NF Formulas m  PhytoPharmica 67 

Tyler Encapsulations * Vitaline Formulas PHYTOPHARMICA’ 

9755 SW Commerce Circle, Suite 62 82.5 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonviile, OR 97070 P: 920.469.1313 8 F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 + F: 503.582.0467 P: 920.469.9099 * F: 920.469.4418 (Phyto) 

/ May ,30,2004 

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 Manufactured, Packed, and/or Distributed by Enzymatic Therapy, Inc. at 82.5 
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 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 fuhlre, and may be exploratory in nature. 

PRoDUCT NAME 
:STkTEMENT,S,,,,,; ,< :‘; ‘_ ‘, iNGREOl~N~(S)~‘:70~~Hl~H THE 

i $ ” ;, _, ii, ^i _/ ‘$:r,dyf;\;: :.i;;,;;;;*.~ ii ‘e~.c:;“:*ya. $“;* ;, 

Functions as a cofzktor for’ih;ee’&zymes, which 

_’ ,.‘.::‘;p, 1’ j” ‘G ’r-“‘Y’ “_” ‘** ; ; ,.G~‘AIM~~REFl~RS~.:“:~ ,t- 
Whole Heart MultivitaminTM Molybdenum (as sodium 

contributes to the antioxidant capacity of the blood molybdate) 
and also plays a role in the metabolism of drugs 
and toxins.* 

1 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 6. Doster 
Title: Senior Vice President of Scientific Affairs 

Date: si3.h Y 

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

Mic 
Chief Financial Officer 



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY” 
NF Formulas P PhytoPharmica & 

Tyler Encapsulations * Vitaline Formulas PHYTOPHARMICA. 

9755 SW Commerce Circle, Suite 62 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.1313 * F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 Q F: 503.582.0467 P: 920.469.9099 5 F: 920.469.4418 (Phyto) 

May 30,2004 

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 product is Manufactured, Packed, 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 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. 

Whole Heart MultivitaminTM An antioxidan; that supports the reter-kn of”“’ Alpha Lipoic Acid 
healthy cholesterol and blood pressure levels that 
are already within normal limits.* Also helps 
maintain healthy heart pumping ability.* 

1 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: #‘@@kL  
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: ~J30 Joy- 

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 



ENZYMATIC THERAPY 

INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY’ 
NF Formuliis a> PhytoPhaimica & 

Tyler Encapsulations 8 Vitaline Formulas PHYTOPHARMICA’ 

9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.1313 ., F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 + F: 503.582.0467 P: 920.469.9099 3 F: 920.469.4418 (Phyto) 

, May.30, 2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Pamt 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 STATEMENTS ,: :,, ’ 1’::; ., ,, 5‘ ’ ‘~,, :, _> _:,’ 
,: ‘~ _I ,_ ,A_<~ “(. I 

Whole Heart MultivitaminTM An antioxidant that provides prc&&ion io the Lycopene 
inside surfaces of artery walls.* 

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: 
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 Officer 



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY’ 
NF Formulas .+, PhytoPharniica & 

Tyler Encapsulations 3 Vitaline Formulas PHYTOPHARMICA* 

9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonviile, OR 97070 

P: 503.582.8386 
P: 920.469.1313 * F: 888.570.6460 (Enzymatic) 

-a F: 503.582.0467 P: 920.469.9099 ., F: 920.469.4418 (Phyto) 

May 30,2004 

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 product is Manufactured, Packed, 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 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 mmediate future, and may be exploratory in nature. 

PRODUCT NAME ,STATgMENTS, ‘_ ‘_ , ;‘I, j’ 
1 ._ : 1,’ i ” ,;+,...,, _: ,, ,‘, ,: : , 

Whole Heart MultivitaminTM An antioxidant plays a ro;e i$he’antioxidant 
cascade that neutralizes the energy of reactive 
oxygen .* 

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

By: I 

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. 

Sincerely, f! 

Michae& ’ * ‘+ 
Chief Financial Officer 
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.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 Manufactured, Packed, 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 sectibn 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 m 
the immediate future, and may be exploratory in nature. 

Whole Heart MultivitaminTM An essential trace element supports glucose &d’ 
lipid metabolism.* 

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: wedi 
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 Officer 
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May30,2004 

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 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 fuhn-e, and may be exploratory in nature. 

PRODUCT NAME 

Whole Heart MultivitaminTM 

STATEMENTS ’ ” ‘; :;,,^ ,_ ,I ,i .,.I _” _,i 

Research has demo&rated that the 
reduction of elevated homocysteine levels 
and prevention of free radical formation 
supports cardiovascular heaith. The 
specific vitamins, homocysteine lowering 
agents and antioxidants in Whole Heart 
Health Multivitamin have been shown to 
provide superior nutritional support for heart 
health, support the reduction of elevated 
homocysteine levels, and interfere with free 
radical formation.* 

::f lNGREDIENT S ‘TO.JiVHIGH THE ’ 
..,“_‘,bLw~~~~~~~~~~~“,:, ; 

Vitamin A (75% as beta carotene and 
as retinyl acetate), Vitamin C (ascorbic 
acid), Vitamin D (as cholecalciferol), 
Vjtamin E (as d-alpha tocopheryl acid 
sucinate), Thiamin (as thiamin HCI) 
(vitamin Bl), Riboflavin (vitamin f32), 
Niacin (as niacinamide and niacin), 
Vitamin 66 (as pyridoxine HCI), Folic 
Acid, Vitamin B12 (as cyancobalamin), 
Biotin, Pantothenic Acid (as calcium D- 
pantothenate), Calcium (as calcium 
carbonate and calcium citrate), Iodine 
(as potassium iodide), Magnesium (as 
magnesium aspartate and magnesium 
oxide), Zinc (as zinc gluconate), 
Selenium (as L-selenomethionine), 1 
Copper (as copper gluconate), 
Manganese (as manganese citratei, 
Chromium (as chromium picoiinate), 
Molybdenum (as sodium molybdate), 
Sodium, Choline Bitartrate, Alpha Lipoic 
Acid, Lycopene, Lutein (from Calendula 
officinalis), Vanadium(as vanadyl 
sulfate), Zeaxanthin (from Calendula 
officinalis) 



t 
1 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: 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: s/30 /gc( 

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 

Whole Heart Multivitamin 5le 


