Enzymatic] herapy @

NATURAL MEDICINES™

January 22, 2003

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 811

Food and Drug Administration

Attention: Robert Moore

5100 Paint Branch Parkway

College Park, MD 20740

RE:  Label Claims/Disclaimers

Dear Sir/Madam:

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin
54311 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 Concentrate!™ | DMAE, NAC provides antioxidant
Therapy, Inc. Phosphatidylserine, | support by protecting all cells
Taurine, N- from free radical damage. In
acetylcysteine addition, NAC enhances
(NAC), L-Theanine | detoxification processes in the
body.*

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

By:

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: (A?J//O..B

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

Sincerely,

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

Ph: 920-469-1313 9 7 S U 1 B Z L E T

Fax: 888-570-6460 C(
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January 21, 2003

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 811

Food and Drug Administration

Attention: Robert Moore

5100 Paint Branch Parkway

College Park, MD 20740

RE:  Label Claims/Disclaimers

Dear Sir/Madam:

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin
54311 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.

“COMPANY

;

N P »ﬁl‘_A.___‘—:' S TR AL A1TILE " AN \,‘"“ N ‘L 5 2t
Concentrate!™ | DMAE, N-acetylcysteine (NAC) is a

Enzymatlc -

Therapy, Inc. Phosphatidylserine, | powerful antioxidant that been
Taurine, N- shown to be beneficial in
acetylcysteine supporting neurological health.*

(NAC), L-Theanine

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.

e _RLA0AL

"Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: | /011 / 03

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

Sincerely,

Michael P. Devereux Z
Chief Financial Officer

Concentrate 26e
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January 20, 2003

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 811

Food and Drug Administration

Attention: Robert Moore

5100 Paint Branch Parkway

College Park, MD 20740

RE:  Label Claims/Disclaimers

Dear Sir/Madam:

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin
54311 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.

Eniyniatié T édncentrate!m DMAE, | ”Lt-theénine safely promotes —

Therapy, Inc. Phosphatidylserine, | relaxation without causing the
Taurine, N- daytime sedation and
acetylcysteine grogginess that is associated

(NAC), L-Theanine | with other relaxing agents.*

I certify that the information contained in this notice is complete and accurate and that Enzymatic
Therapé, Inc. has sili)stantiation that the statements are truthful and not misleading.

By:

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: | /OZ(D /03

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

i p-don s

Michael P. Devereux
Chief Financial Officer

825 Challenger Drive
Green Bay, Wi 54311-8328
Ph: 920-469-1313

Fax: 888-570-6460

Concentrate 25¢
WWW.enzy.com
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January 19, 2003

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 811

Food and Drug Administration

Attention: Robert Moore

5100 Paint Branch Parkway

College Park, MD 20740

RE:  Label Claims/Disclaimers

Dear Sir/Madam:

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin
54311 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.

DIETARY
5 : INGREDIENT:
Enzymatic Concentrate!™ | DMAE, In a recent study, 50 female
Therapy, Inc. Phosphatidylserine, | volunteers were divided into low
Taurine, N- stress and high stress groups.
acetylcysteine The brain activity of the

(NAC), L-Theanine | volunteers was measured after
the oral administration of 50-200
mg of L-theanine. Researchers
specifically noted the activity of
alpha-brain waves in each of the
volunteers. The researchers
found that within 30 minutes of
the L-theanine administration, a
significantly greater amount of
alpha brain waves were
generated in the L-theanine
groups.* This study’s results
showed the L-theanine
supported relaxation by
promoting the generation of
alpha brain waves.*

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.

o _QL00
Robert Doster

Title: Senior Vice President of Scientific Affairs

Date: 1//7/03

Concentrate 24e



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

Sincerely,

¢ ﬁichael P. Qvereu\& i

Chief Financiai Officer

Concentrate 24¢



825 Challenger Drive
Green Bay, Wi 54311-8328
Ph: 920-469-1313

Fax: 888-570-6460
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January 18, 2003

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 811

Food and Drug Administration

Attention: Robert Moore

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers

Dear Sir/Madam:

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin
54311 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 Concentrate!™ DMAE In a laboratory study,

Therapy, Inc. Phosphatidylserine, researchers found that L-
Taurine, N- theanine is able to cross the
acetylcysteine (NAC), L- | blood brain barrier to support
Theanine the activity of certain

neurotransmitters in the
brain that promotes muscle
relaxation and supports
healthy focus and
attentiveness.”

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,

i

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: | /15’/03

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

Sincerely,

R

Michael P. Devereux
Chief Financial Officer

Concentrate 23¢



825 Challenger Drive
Green Bay, Wi 54311-8328
Ph: 920-469-1313

Fax: 888-570-6460

www.enzy.com
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NATURAL MEDICINES™

January 17, 2003

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 811

Food and Drug Administration
Attention: Robert Moore
5100 Paint Branch Parkway

College Park, MD 20740

RE:  Label Claims/Disclaimers
Dear Sir/Madam:

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin
54311 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.

i lN
Enzymatic DMAE, Although L-theanine’s
Therapy, Inc. Phosphatidylserine, mechanism of action has not
Taurine, N- been fully elucidated, current
acetylcysteine (NAC), L- | research has focused on L-
Theanine theanine’s effect on brain

transmitters and brain
waves. Scientists believe
that L-theanine supports the
balance of various
neurotransmitters.*

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: wa&i

" Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: i/l"],D:’b

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

Sincerely,

Michael P. Devereux
Chief Financial Officer

Concentrate 22e



825 Challenger Drive
Green Bay, Wi 54311-8328
Ph: 920-469-1313

Fax: 888-570-6460

www.enzy.com

Enzymaticl herapy@

NATURAL MEDICINES™

January 16, 2003

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 811

Food and Drug Administration

Attention: Robert Moore

5100 Paint Branch Parkway

College Park, MD 20740

RE:  Label Claims/Disclaimers

Dear Sir/Madam:

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin
54311 is a distributor and has included statements provided for by section 4Q3(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 Concentrate!™ | DMAE, Phosphatidylserine, | Green tea consumption
Therapy, Inc. Taurine, N-acetylcysteine has been associated
(NAC), L-Theanine with health benefits for
many years. Green tea
also contains the amino
acid L-theanine, which
has been investigated
for its ability to support
relaxation.*

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: M{

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: | //U /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

Concentrate 21e



825 Chaltenger Drive
Green Bay, W1 54311-8328
Ph: 920-469-1313

Fax; 888-570-6460

www.enzy.com
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January 15, 2003

Office of Nutritional Products, Labeling & .

Dietary Supplements, HFS 811 N
Food and Drug Administration ST
Attention: Robert Moore
5100 Paint Branch Parkway
College Park, MD 20740

RE:  Label Claims/Disclaimers

Dear Sir/Madam:

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin
54311 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.

(Enz;matnc DMAE ﬁhgsphatldylserl;me, Taurine is an amino
Therapy, Inc. Taurine, N-acetylcysteine acid that acts as an
(NAC), L-Theanine inhibitory

neuromodulator in the
nervous system and
muscle. This clinically
studied amino acid
supports overall
neurological health in
the central nervous
system.”

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

oy 2404

" Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: i/i5/02>

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

Sincerely,

7 p b

Michael P. Devereux
Chief Financial Officer

Concentrate 20e



EnzymaticTherapy®@

NATURAL MEDICINES"

January 14, 2003

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 811

Food and Drug Administration

Attention: Robert Moore

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers

PR PO |\ P PR
Dear Sir/Madam:

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin
54311 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 Concentrate!™ | DMAE, Phosphatidylserine, | In clinical studies,
Therapy, Inc. Taurine, N-acetylcysteine DMAE has been used
(NAC), L-Theanine with success in school
aged children to support
healthy focus,

attentiveness, and
promote relaxation
without diminishing
daytime alterness.*

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.

ay: A0

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: i//L//Ob

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

Sincerely,
825 Challenger Drive ~ P
Green Bay, Wi 54311-8328
Ph: 920-469-1313 Michael P. Devereux
Chief Financial Officer

Concentrate 19¢

Fax: 888-570-6460
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825 Challenger Drive
Green Bay, W] 54311-8328
Ph: 920-469-1313

Fax: 888-570-6460
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Enzymaticl herapy®@

NATURAL MEDICINES”

January 13, 2003

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 811

Food and Drug Administration

Attention: Robert Moore

5100 Paint Branch Parkway

College Park, MD 20740

RE:  Label Claims/Disclaimers

Dear Sir/Madam:

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin
54311 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.

:Enzyrhunatl&cVA Concentrate!™ [c)'MAE: Phosphatidylserine, | In one particular study

Therapy, Inc. Taurine, N-acetylcysteine 75% of the children
(NAC), L-Theanine taking
phosphatidyiserine

experienced an
increased level of focus
and attentiveness.*

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: ;QL,QQ,IQ i
Robert Doster

Title: Senior Vice President of Scientific Affairs

Date: i/13/03

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

Sincerely,

Michael P. Devereux
Chief Financial Officer

Concentrate 18¢



825 Challenger Drive
Green Bay, WI 54311-8328
Ph: 920-469-1313

Fax: 888-570-6460

www.enzy.com

EnzymaticTherap%@

NATURAL MEDICINES”

January 12,2003

Office of Nutritional Products, Labeling & '

Dietary Supplements, HFS 811 i

Food and Drug Administration R
Attention: Robert Moore ’ RS
5100 Paint Branch Parkway !
College Park, MD 20740

RE: Label Claims/Disclaimers

Dear Sir/Madam:;:

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin
54311 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 Concentrate!™ | DMAE, Phosphatidylserine, | Phosp
Therapy, Inc. Taurine, N-acetyicysteine been found to be
(NAC), L-Theanine involved in the
production of

neurotransmitters.*

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,

o _RLIOR]
Robert 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.

Sincerely,

Yokl P - Bpoa

Michael P. Devereux
Chief Financial Officer

Concentrate 17¢



825 Challenger Drive
Green Bay, W1 54311-8328
Ph: 920-469-1313

Fax: 888-570-6460

www.enzy.com

Enzymatic] herapy @

NATURAL MEDICINES”

January 11, 2003

Office of Nutritional Products, Labeling &

Dietary Supplements, HFS 811

Food and Drug Administration U
Attention: Robert Moore N
5100 Paint Branch Parkway

College Park, MD 20740

RE:  Label Claims/Disclaimers

Dear Sir/Madam:

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin
54311 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.

énzymatic Concehtrate!TM DMAE, Phosphatidylserine, | The ingredients in this
Therapy, Inc. Taurine, N-acetylcysteine formula have been
(NAC), L-Theanine clinically studied to

promote relaxation and
support neurological
health, healthy brain
function, and healthy
focus and attentiveness
in children.*

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 RL0AA

"Robert Doster
Title: Senior Vice President of Scientific Affairs
Date: i/1 /03

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

TELY P fpp

Michael P. Devereux
Chief Financial Officer

Concentrate 16¢



825 Challenger Drive
Green Bay, Wi 54311-8328
Ph: 920-469-1313

Fax: 888-570-6460

WWW.enzy.com

Enzymaticl herapy®@

NATURAL MEDICINES”

January 10, 2003

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 811

Food and Drug Administration

Attention: Robert Moore

5100 Paint Branch Parkway

College Park, MD 20740

RE:  Label Claims/Disclaimers

Dear Sir/Madam:

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin
54311 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.

Concentrate™ | DMAE, Concentrate Focus Formula for
Therapy, inc. Phosphatidylserine, | Children features a unique
N-acetylcysteine combination of five ingredients
(NAC), Taurine, L- that have been clinically studied
Theanine for their ability to support healthy

focus, alertness, and
concentration in children.*

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

A

By:

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 1 /10 /03

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

Sincerely,

L0 P fpoup

Michael P. Devereux
Chief Financial Officer

Concentrate 15¢



825 Challenger Drive
Green Bay, Wi 54311-8328
Ph: 920-469-1313

Fax: 888-570-6460

www.enzy.com

EnzymatlcTherapyO

NATURAL MEDICINES™

January 9, 2003

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 811

Food and Drug Administration

Attention: Robert Moore

5100 Paint Branch Parkway

College Park, MD 20740

RE:  Label Claims/Disclaimers

Dear Sir/Madam:

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin
54311 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 Cc>ncentrate’rM DMAE Nutrition plays an important role

Therapy, Inc. Phosphatidylserine, in your child’s development,
N-acetylcysteine especially their ability to focus
(NAC), Taurine, L- and concentrate.* This sugar-
Theanine free formula delivers both

immediate — and long-term
benefits by giving your child the
nutrition they need to be their
best.*

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.

U0

By: 7]

Robert Doster
Title: Senior Vice President of Scientific Affairs
Date: | / g / 03

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

JEL0 P Loy

Mlchael P. Devereux
Chief Financial Officer

Concentrate 14e

Smcerely,



