
825 Challenger Drive 

Green Bay, W I 5431 l-8328 

Ph: 920-469-1313 

Fax: 888-570-6460 

www.enzy.com 

EnzymaticTherapxt@ 
NATURAL MEDICINES” 

March 9,2003 

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

I2E: Label Claims/Disclaimers 

Dear M r. Moore: 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin 
543 11 is a  distributor and has included statements provided for by  section 403(r)(6) of the Food, Drug, 
and Cosmetic Act on the labels of the following product. These claims are not necessari ly for a  product 
we currently market or plan to market in the immediate future, and may  be exploratory in nature. 

oil, valerianic acid, 
Flower Extract, W ild Lettuce 
Leaf Extract, Jamaica 
Dogwood Root Extract, W ild 

been demonstrated to 

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

By: &%stG= 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: 3/?/O .;i 

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

SD ’ l ‘y 97s ()I62 LET /Jdy/ M ichael P. Devereux 
Chief Financial Officer 

$\ 
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825 Challenger Drive 

Green Bay, W I 54311-8328 

Ph: %?o-46%1313 

fax: 888-570-6460 

www.enzy.com 

EnzymaticTherap~@  
NATURAL MEDICINES” 

March lo,2003 

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

RE: Label Claims/Disclaimers 

Dear M r. Moore: 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin 
543 11 is a  distributor and has included statements provided for by  section 403(r)(6) of the Food, Drug, 
and Cosmetic Act on the labels of the following product. These claims are not necessari ly for a  product 
we currently market or plan to market in the immediate future, and may  be exploratory in nature. 

Theiapy, Inc. Fan&tic!@ Passionflower Leaf and Flower Extract: Supports restful 
Revitalizing Extract, L-Theanine, Hops sleep by promoting a  
Sleep Flower Extract, W ild Lettuce relaxed feeling.* 
Formula Leaf Extract, Jamaica 

Dogwood Root Extract, W ild 
Lettuce Leaf 

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

By: 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: c  !?///, /O.3 

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

I Sincerely, P 

M ichael P. Devereux 
Chief Financial Officer 
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825 Challenger Drive 

Green Bay, W I 54311-8328 

Ph: 920-469-1313 

Fax: 888-570-6460 

www.enzy.com 

EnzymaticThetapx@  
NATURAL MEDICINES” 

February l&2003 

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

RE: Label Claims/Disclaimers 

Dear M r. Moore: 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin 
543 11 is a  distributor and has included statements provided for by  section 403(r)(6) of the Food, Drug, 
and Cosmetic Act on the labels of the following product. These claims are not necessari ly for a  product 
we currently market or plan to market in the immediate future, and may  be exploratory in nature. 

Enzymatic 
Therapy, Inc. 

Fat igued to 
Fantastic!@ 
Revitalizing 
Sleep 
Formula 

Valerian Root Extract, 
Passionflower Leaf and Flower 
Extract, L-Theanine, Hops 
Flower Extract, W ild Lettuce 
Leaf Extract, Jamaica Dogwood 
Root Extract, W ild Lettuce Leaf 

Fatigued to Fantastic!@ 
Revitalizing Sleep 
Formula is a  
combination of herbal 
ingredient3 that promote 
relaxation and restful 
3leeo.* 

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

By: j2Lmu 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: 2  / !? 0.3 

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

M ichael P. Devereux 
Chief Financial Officer 

Fat igued to Fantastic Revitalizing Sleep Formula 18e  



825 Challenger Drive 

Green Bay, WI  54311-8328 

Ph: 920-469-1313 

Fax: 888~570-646C 

wwwnn2y.m 

EnzymaticTherapx@  
NATURAL MEDICINES” 

February 19,2003 

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

RE: Label Claims/Disclaimers 

Dear M r. Moore: 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin 
543 11 is a  distributor and has included statements provided for by  section 403(r)(6) of the Food, Drug, 
and Cosmetic Act on the labels of the following product. These claims are not necessari ly for a  product 
we currently market or plan to market in the immediate future, and may  be exploratory in nature. 

1  Enzymatic 1  Fatigued to 
Therapy, inc. Fantastic!@ 

Revittilizing 
Sleep 
Formula 

Valerian Root Extract, 
Passionflower Leaf and Flower 
Extract, L-Theanine, Hops 
Flower Extract, W ild Lettuce 
Leaf Extract, Jamaica Dogwood 
Root Extract, W ild Lettuce Leaf 

Valerian (Valeriana 
officinalis) root extract is 
includedin Fatigued to 
Fantastic! Revitalizing 
Sleep Formula to 
support better sleep at 
night.* It has been 
clinically studied for its 
ability to support slee,p.* 

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

By: 
’ Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 
1  

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

M ichael P. Devereux 
Chief Financial Officer 
Fat igued to Fantastic Revitalizing Sleep Formula 19e  



&E Challenger Drive 

Green Bay, WI ~431143328 

Ph: 920-469-1313 

Fax: 888~570446C 

www.enzy.con 

EnzymaticTherwQ@ 
NATURAL MEDICINES” 

February 20,2003 

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

RE: Label Claims/Disclaimers 

Dear Mr. Moore: 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 
543 11 is a distributor and has included statements provided for by section 403(r)(6) of the Food, Drug, 
and Cosmetic Act on the labels of the following product. These claims are not necessarily for a product 
we currently market or plan to market in the immediate future, and may be exploratory in nature. 

sleep indciding and 

udies and clinical 

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

By: &@” 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: a/J 0 103 

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

Sincerely, 

Chief Financial Officer 
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825 Challenger Drive 

Green&y, WI 54311-8328 

t’h: 920-469-1313 

Fax: 888-570-6460 

www.enzy.com 

EnzymaticTherilpyp 
NATURAL MEDICINES” 

February 21,2003 

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

RE: Label Claims/Disclaimers 

Dear Mr. Moore: 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 
543 11 is a distributor and has included statements provided for by section 403(r)(6) of the Food, Drug, 
and Cosmetic Act on the labels of the following product. These claims are not necessarily for a product 
we currently market or plan to market in the immediate future, and may be exploratory in nature: 

Enzvmatic 
Therapy, inc. 

Fatigued to 
Fantastic!@ 
Revitalizing 
Sleep 
Formula 

Valerian 
Passionflower Leaf and 
Flower Extract, L-Theanine, 

Root Extract, 

Hops Flower Extract, Wild 
Lettuce Leaf Extract, 
Jamaica Dogwood Root 
Extract, Wild Lettuce Leaf 

crossover trial of 128 
volunteers reported that 

A placebo-controlled. 

valerian extract taken at 
bedtime led to improved 
sleep quality, decreased 
sleep latency, and reduced 
the number of night 
awakenings.* 

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: j?Jmu 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: a/a I h-3 

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 
Fatigued to Fantastic Rmitalizing Sleep Formula 21e 



825 Challenger Drive 

GreenBay, WI 54311-8328 

Ph: 920-469-1313 

fax: 888-570-6460 

www.enzy.coa 

EnzytmticTherap~@ 
NATURAL MEDICINES’” 

February 22,2003 

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

RE: Label Claims/Disclaimers 

Dear Mr. Moore: 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 
543 11 is a distributor and has included statements provided for by section 403(r)(6) of the Food, hg, 
and Cosmetic Act on the labels of the following product. These claims are not necessarily for a product 
we currently market or plan to market in the immediate future, and may be exploratory in nature 

Hops Flower Extract, Wild 

wo other clinical studies 
using valerian before 
bedtime also demonstrated 
improved sleep quality.* 

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: Juuk4 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: ak!d3 

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 

Fatigued to Fantastic RevitalizingSleep Formula 22e 



8Hhallenger Drive 

Green Bay, ‘+/I 54311-8328 

Ph: 920-469-1313 

Fax: 888-570-6460 

www.enzy.com 

Enzymatic 1 herapy@ 
NATURAL MEDICINES” 

February 23,2003 

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

RE: Label Claims/Disclaimers 

Dear Mr. Moore: 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 
543 11 is a distributor and has included statements provided for by section 403(r)(6) of the Food, Drug, 
and Cosmetic Act on the labels of the following product. These claims are not necessarily for a product 
we currently market or plan to market in the immediate future, and may be exploratory in nature. 

Therapy, Inc. Fantastic!@ 
Revitalizing 
Sleep 
Formula 

Passionflower Leaf and 
Flower Extract, L-Theanine, 
Hops Flower Extract, Wild 
Lettuce Leaf Extract, 
Jamaica Dogwood Root 
Extract, Wild Lettuce Leaf 

In a double-blind,, cross- 
over, placebo-oaoztrolied 
trial, sUbj%tiVe &ep 
latency and wake time 
after sleep-onset were 
reduced.* 

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

By: 
’ Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: da3 03 

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

Michael P. Devereux 
Chief Financial Officer 

Fatigued to Fantastic Revitalizing Sleep Formula 23e 



82SEhallenger Drive 

&en f&y, WI 54311-8328 

Ph: %o-469-1313 

Fax: 888-570-6460 

www.enzyxom 

EnzymaticThe~~@ 
NATURAL MEDICINES’” 

Febrnary 24,2003 

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

RE: Label Claims/Disclaimers ;.. 

Dear Mr. Moore: 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 
543 11 is a distributor and has included statements provided for by section 403{)(6) of the Food, Drug, 
and Cosmetic Act on the labels of the following product. These claims are not necessarily for a product 
we currently market or plan to market in the immediate future, and may be exploratory in nature. 

Enzymatic 
Therapy, Inc. 

Fatigued to 
Fantastic!@ 
Revitalizing 
steep 
Formula 

Valerian Root Extract, 
Passionflower Leaf and 
Flower Extract, L-Theanine, 
Hops Flower Extract, Wild 
Lettuce Leaf Extract, 
Jamaica Dogwood Root 
Extract, Wild Lettuce Leaf 

One 
electroencephalographical 
(EEG) study r6peited that 
valerian, taken three times 
daily, improved deep sleep 
(stages 3 and 4) and 
decreased stage 1 sleep.* 

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, 

ByJ%i%L- . 
Title: Senior Vice President of Scientific Affairs 

Date: a& 03 

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

Michael P. Devereux 
Chief Financial Officer 

Fatigued to Fantastic Revitalizing3leep Formula 24e 



8~s Challenger Drive 

Green Bay, WI 5431~3328 

Ph: 920-469-1313 

Fax: 888-570-6460 

www.enzy.com 

Enzymatic 1 herap~@  
NATURAL MEDICINES” 

February 25,2003 

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

RE: Label Claims/Disclaimers 

Dear Mr. Moore: 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin 
543 11 is a distributor and has included statements provided for by section 403(r)(6) of the Food, Drug, 
and Cosmetic Act on the labels of the following product. These claims are not necessarily for a product 
we currently market or plan to market in the immediate future, and may be exploratory in nature. 

Enzymatic 
Therapy, Inc. 

Fatigued to 
Fantastic!@  
Revitalizing 
Sleep 
Formula 

Valerian Root Extract, 
Passionflower Leaf and 
Flower Extract, L-Theanine, 
Hops Flower Extract, W ild 
Lettuce Leaf Extract, 
Jamaica Dogwood Root 
Extract, W ld Lettuce Leaf 

Recently, two human trials 
also demonstrated that 
valerian extrac’twas 
effective in improvement of 
sleep structure and 
perception in subjects.* 

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

By: &)@a4 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: .Jh g/@  

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 

Fatigued to Fantastic Revitalizing Sleep Formula Be 



83 Challenger Drive 

Green Bay, WI 54311-8328 

Ph: 92o-469-~313 

Fax: 888~5TO-6460 

www.enay.com 

EnzymaticTherap~@  
NATURAL MEDICINES” 

February 26,2003 

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

RE: Label Claims/Disclaimers 

Dear Mr. Moore: 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin 
543 11 is a distributor and has included statements provided for by section 403(r)(6) of the Food, Drug, 
and Cosmetic Act on the labels of the following product. These claims are not necessarily for a product -- - A 
we currently market or plan to market in the immediate future, and may be exploratory in nature. 

Enzymatic ’ Fatigued to Valerian Root Extract, 
- ~~~ 

Passionflower extra&&s- 
Therapy, Inc. Fantastic!@  Passionflower Leaf and been reported to have 

Revitalizing I Flower Extract, L- calming effects in clinical 
Sleep Theanine, Hops Flower trials.* A recent double-blind 
Formula Extract, W ild Lettuce Leaf randomized controlled trial of 

Extract, Jamaica 36 volunteers reported that 
Dogwood Root Extract, passionflower extract is 
W ild Lettuce Leaf effective incalming 

restlessness.* 

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

By: @ @ let 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: 2 L2.J 03 

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

Sincerely, F w P*bq 
Michael P. Devereux 
Chief Financial Officer 
Fatigued to Fantastic Revitalizing Sleep Formula 26e 



82SChallenger Drive 

Green Bay, WI 54371-8328 

Ph: 920-469-1313 

fax: 888-570-6460 

wwwtnzyxom 

EnzymaticThemyy@  
NATURAL MEDICINES-’ 

February 27,2003 

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

RE: Label Claims/Disclaimers 

Dear Mr. Moore: 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin 
543 11 is a distributor and has included statements provided for by section 403(r)(6) of the Food, Drug, 
and Cosmetic Act on the labels of the following product. These claims are not necessarily for a product 
we currently market or plan to market in the immediate future, and may be exploratory in nature. 

The key ingredient in 

Lettuce Leaf Extract, 

I certify that the information contained in this notice is complete and accurate and that Enzymatic 
Therap , Inc. has s  bstantiation that the statements are 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. 

Michael P. Devereux 
Chief Financial Officer 

Fatigued to Fantastic RevitalizingSleep*Formula 27e 
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825Challenger Drive 

Green Day, W I 54311-8328 

Ph: 920-469-1313 

Fax: 888-570-6460 

www.enzy.com 

EnzymaticThem)$@  
NATURAL MEDICINES” 

February 28,2003 

M r. Robert Moore 
Office of Nutritional Products, Label ing & 
Dietary Supplements, HE% 8 11 . “. I-_. 
Food and Drug Administration 
5  100 Paint Branch Parkway @ .& ‘“.-., .-. 

*: i 0  --:X.) 
College Park, MD 20740 c;’ n  ‘. i II ,_- : .I : .._ 

r .- j _. <T*:~?L7 .T 5  ;’ ‘-. ;” 
R-E: Label Claims/Disclaimers 

.Y -“~‘.,u 
,- Z-y., r 

:. .._ ,j‘ 
Dear M r. Moore: 

---Q : 4  

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin 
543 11 is a  distributor and has included statements provided for by  section 403(r)(6) of the Food, Drug, 
and Cosmetic Act on the labels of the following product. These claims are not necessari ly for a  product 
we currently market or plan to market in the immediate future, and may  be exploratory in nature. 

Hops Flower Extract, W ild 
Lettuce Leaf Extract, 
Jamaica Dogwood Root 
Extract, W ild Lettuce Leaf 

neurotransmitter 
concentrations in brain, 
such as serotonin and 

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

By: b@k4 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: J  nT&l Q3 

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

M ichael P. Devereux 
Chief Financial Officer 
Fat igued to Fantastic RevitalizingSleep Formula 28e  



~Xhallenger Drive 

Green Bay, WI 54311-8328 

Pk: 920-469-1313 

Fax: &38-570-6460 

www.enzy.com 

EnzymaticTherapy 
NATURAL MEDICINES* 

March 1,2003 

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

RE: Label Claims/Disclaimers 

Dear Mr. Moore: 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 
543 11 is a distributor and has included statements provided for by section 403(r)(6) of the Food, Drug, 
and Cosmetic Act on the labels of the following product. These claims are not necessarily for a product 
we currently market or plan to market in the immediate future, and may be exploratory in nature. 

Enzymatic 
Therapy, inc. 

Fatigued to 
Fantastic!@ 
Revitalizing 
Sleep 
Formula 

daterian Root Extract, 
Passionflower Leaf and 
Flower ‘Extract, L- 
Theanine, Hops Flower 
Extract, Wild Lettuce Leaf 
Extract, Jamaica 
Dogwood Root Extract, 
Wild Lettuce Leaf 

In a recent study, the brain 
activity of 50 volunteers was 
measured after the oral 
administration of 50-200 mg 
of L-theanine. L-theanine 
promoted the generation of 
alpha-brain waves, 
considered to be an index of 
relaxation, in the volunteers.* 
This study concluded that L- 
theanine promotes relaxation 
in humans by increasing 
alpha brain waves.* 

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

By: #-@Li 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: 3// /a3 

Fatigued to Fantastic Revitaiiing Sleep Formula 29e 



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 

Fatigued to Fantastic Revitalifing Sleep Formula 29e 



825 Challenger Drive 

Green Bay, WI 54311-8328 

Ph: txo-w-~3~3 

Fax: 888-570-660 

www.etuy.com 

EnzymaticTherapy 
NATURAL MEDICINES” 

March 2,2003 

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

RE: Label Claims/Disclaimers 

Dear Mr. Moore: 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin 
543 11 is a distributor and has included statements provided for by section 403(r)(6) of the Food, hg, 
and Cosmetic Act on the labels of the following product. These claims are not necessarily for a product 
we currently market or pIan to market in the immediate future, and may be exploratory in nature. 

Passionflower Leaf and Flower 
Extract, L-Theanine, l-lops 
Flower Extract, W ild Lettuce 
Leaf Extract, Jamaica 
Dogwood Root Extract, W ild 
Lettuce Leaf 

lu~ulus) extract has been 
stuclied for its ability to 
calm restlessness and 
can be used to support 
restful sleep.* 

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

By: #@‘4 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: 3r&/i?3 

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 

Fatigued toGmastic Revitalizing Sleep Formula 30e 



82SChalienger Drive 

Green Bay, WI 54311-8328 

Ph: %o-469-1313 

Fax: 888-570-6460 

www.enzy.com 

EnzymaticTherapy 
NATURAL MEDICINES” 

March 3,2003 

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

RJZ: Label Claims/Disclaimers 

Dear Mr. Moore: 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin 
543 11 is a distributor and has included statements provided for by section 403(r)(6) of the Food, Drug, 
and Cosmetic Act on the labels of the following product. These claims are not necessarily for a product 
we currently market or plan to market in the immediate future, and may be exploratory in nature. 

Enzymatic 
Therapy, inc. 

Fatigued to 
Fantastic!@  
Revitalizing 
Sleep 
Formula 

Valerian Root Extract, 
Passionflower Leaf and Flower 
Extract, L-Theanine, Hops 
Flower Extract, W ild Lettuce 
Leaf Extract, Jamaica 
Dogwood Root Extract, W ild 
Lettuce Leaf 

Hops have been used for 
centuries for 
ga+rointqtin@  health 
support, and have more 
recently been used to 
support healthy sleep.* 

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: 3/3 /k3 

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 

Fatigued to Fantastic Revitalizing Sleep Fomula 3 1 e 



825Challenger Drive 

Green Bay, WI SW-8328 

Fh: 920-469-1313 

fax: 888-570-6460 

www.enzy.com 

EnzymaticTherapy 
NATURAL MEDICINES” 

March 4,2003 

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

RE: Label Claims/Disclaimers 

Dear Mr. Moore: 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin 
543 11 is a distributor and has included statements provided for by section 403(r)(6) of the Food, Drug, 
and Cosmetic Act on the labels of the following product. These claims are not necessarily for a product 
we currently market or plan to market in the immediate future, and may be exploratory in nature. 

n&rated to induce 

Flower Extract, W ild Lettuce 
Leaf Extract, Jamaica 
Dogwood Root Extract, W ild 

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: j”(@la,l 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: 3 /&ha 

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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March 5,2003 

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

RE: Label Claims/Disclaimers 

Dear Mr. Moore: 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin 
543 11 is a distributor and has included statements provided for by section 403(r)(6) of the Food, Drug, 
and Cosmetic Act on the labels of the following product. These claims are not necessarily for a product 
we currently market or plan to market in the immediate future, and may be exploratory in nature. 

Enzymatic 
Therapy, Inc. 

Fatigued to 
Fantastic!@  .^ ., 
Revitalizing 
Sleep 
Formula 

Passiqnfl ower @af and Flower 
Extract, L-Theanine, Hops 
Flower Extract, W ild Lettuce 
Leaf Extract, Jamaica 
Dogwood Root Extract, W ild 
Lettuce Leaf 

virosa) extra& and 
powder have been used 
in traditional medicine for 
its calmative effect.* 

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

Title: Senior Vice President of Scientific Affairs 

Date: 3/s/& 

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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March 62003 

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

RE: Label Claims/Disclaimers 

Dear Mr. Moore: 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 
543 11 is a distributor and has included statements provided for by section 403(r)(6) of the Food, Drug, 
and Cosmetic Act on the labels of the following product. These claims are not necessarily for a product 
we currently market or plan to market in the immediate future, and may be exploratory in nature. 

Therapy, Inc. f”ant@ic!@ Passionflower Leaf and Flower 
Revitaking Exirabt, L-Theanine, Hops 
Sleep Flower Extract, Wild Lettuce 
Formula Leaf Extract, Jamaica 

Dogwood Root Extract, Wild 
Lettuce Leaf 

(Piscidfa pis&ipula) root 
extract Contaik 
isoflavonoids and tannins 
that help promote restful 
sleep.* 

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

jillmu By: ’ 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: . ‘3 & /A,3 

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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March 7,2003 

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

RE: Label Claims/Disclaimers 

Dear Mr. Moore: 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 
543 11 is a distributor and has included statements provided for by section 403(r)(6) of the Food, Drug, 
and Cosmetic Act on the labels of the following product. These claims are not necessarily for a product 
we currently market or plan to market in the immediate future, and may be exploratory in nature, 

Enzymatic 
Therapy, Inc. 

Fatigued to 
Fantastic!@ 
Revitalizing 
Sleep 
Formula 

Valerian Root Extract, 
Passionflower Leaf and Fiower 
Extract, L-Theanine, Hops 
Flower Extract, Wild Lettuce 
Leaf Extract, Jamaica 
Dogwood Root Extract, Wild 
Lettuce Leaf 

individuals fisdt asleep, 
and prom 
muscubskeletal 
relaxation.* 

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

By: @it@&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. 

Michael P. Devereux 
Chief Financial Officer 
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Green Bay, WI 54311-8328 
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March 8,2003 

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

RE: Label Claims/Disclaimers 

Dear Mr. Moore: 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin 
543 11 is a distributor and has included statements provided for by section 403(r)(6) of the Food, Drug, 
and Cosmetic Act on the labels of the following product. These claims are not necessarily for a product 
we currently market or plan to market in the immediate future, and may be exploratory in nature. 

Valerian Root Extract, 
~aqsiot$lcyer Leaf and Hewer 
Extract, L-Theanine, Hops 
Flower Extract, W ild Lettuce 
Leaf Extract, Jamaica 
Dogwood Root Extract, W ild 
Lettuce Leaf 

This botanical ingredient 
has also been found to 
iesolvi2 n&-Gus 
irritability, thus promoting 
quality sleep.* 

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:L . 
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 Offker 
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