Enzymatic Therapy

NATURAL MEDICINES®
October 8, 2003 T R

Mr. Robert Moore

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

Food and Drug Administration

5100 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
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 Escalation® Bitter Orange (Citrus x | The cola nut extract and

Therapy, Inc. aurantium) Fruit Extract, | green tea leaf extract in this
Cola (Cola nitida) Nut formula support overall
Extract, Green Tea health, physical stamina,
(Camellia sinensis) Leaf | and boost energy levels.*
Extract

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 RLA0UA

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: __/O /?/03

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at

(920) 406-3608.
Sincerely,
825 Challenger Drive W P ' AA‘—#
Green Bay, Wi 54311-8328 Michael P. Devereux /
Ph: 920-469-1313 Chief Financial Officer Q {q 9
- 975 0162 LET e
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Enzymatic Therapy

NATURAL MEDICINES®
October 8, 2003

Mr. Robert Moore

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

Food and Drug Administration

5100 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
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 Escalation® Bitter Orange (Citrus x | The bitter orange fruit

Therapy, Inc. aurantium) Fruit Extract, | extract contains an alkaloid,
Cola (Cola nitida) Nut synephrine, which has
Extract, Green Tea thermogenic properties and
(Camellia sinensis) Leaf | boosts metabolic rates.*
Extract

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.

. _fd0UA

"Robert Doster
Title: Senior Vice President of Scientific Affairs

pate:__10/51p3

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at

(920) 406-3608.
Sincerely,
825 Chalienger Drive N P . &ﬂ AA‘_Yﬂ
Green Bay, W1 $4311-8328 é ;chael P. Devereux
Ph: 920-465-1313 Chief Financial Officer
Fax: 888-570-6460
Escalation 7¢
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Enzymatic Therapy

NATURAL MEDICINES®
October 8, 2003

Mr. Robert Moore

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

Food and Drug Administration

5100 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
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 Escalation® Bitter Orange (Citrus x | Similar in structure to

Therapy, Inc. aurantium) Fruit Extract, | ephedrine, synephrine may
Cola (Cola nitida) Nut suppress appetite and
Extract, Green Tea increase metabolic rate
(Camellia sinensis) Leaf | without serious negative
Extract side effects.*

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.

Eoben Doster

Title: Senior Vice President of Scientific Affairs

Date: [0/ 8703

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at

(920) 406-3608.
Smcerely,
825 Challenger Drive M“\/
Green Bay, W1 543118328 Mlchael P. Devereux
Ph: 9204691313 Chief Financial Officer
Fax: 888-570-6460
Escalation 8e
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EnzymaticTherapy

NATURAL MEDICINES®
October 9, 2003

Mr. Robert Moore
Office of Nutritional Products, Labeling &

NFALalw L ANRSSANAVNIGL LAYy O

Dietary Supplements, HFS 811
Food and Drug Administration
5100 Paint Branch Parkway
College Park, MD 20740

nI. T nhal : tanlal
RES LAUCI U1alims/ L/isCiaiineis

Dear Mr. Moore:

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 Escalation® Bitter Orange (Citrus x | In clinical studies, bitter

Therapy, Inc: aurantium) Fruit Extract, | orange has been found to
Cola (Cola nitida) Nut increase resting metabolic
Extract, Green Tea rates, which can lead to
(Camellia sinensis) Leaf | promotion of weight loss.*
Extract

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.

obert

Title: Senior Vice President of Scientific Affairs

Date: /0/4/03

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

Sincerely,

825 Challenger Drive P &J“L&«Yﬂ

Green Bay, Wi 543118328 Michael P. Devereux
Chief Financial Officer

Ph: 920-469-1313

Fax: 888-570-6460 .
Escalation 9e
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EnzymaticTherapy

NATURAL MEDICINES®
October 10, 2003

Mr. Robert Moore

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

Food and Drug Administration

5100 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
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.

A
:

Escalatio Bitter Orange (trus X

Enzymatic In an eight week study, the
Therapy, Inc. aurantium) Fruit Extract, | effect of bitter orange
Cola (Cola nitida) Nut extract was measured. The
Extract, Green Tea authors concluded that
(Camellia sinensis) Leaf | bitter orange extract
Extract induced a significant

increase in resting

metabolic rate, as well as
increasing metabolic rate
after ingestion of a meal.”

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 P04

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 10//0/05

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

Fax: 888-570-6460
Escalation 10e

Wwww.enzy.com



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

Sincerely,

1 f Pt

ichael P. Devereux
Chief Financial Officer

Escalation 10e



Enzymatic Therapy

NATURAL MEDICINES®
Qctober 11, 2003

Mr. Robert Moore

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

Food and Drug Administration

5100 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
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.

o i E A

Enzymatic Escalation® Bitter Orange (Citrus | Another clinical study
Therapy, Inc. x aurantium) Fruit determined the effect of bitter
Extract, Cola (Cola orange extract on body
nitida) Nut Extract, composition and metabolic
Green Tea (Camellia | rates. In this randomized,
sinensis) Leaf Extract | double-blind, placebo-
controlled study, participants
received either a combination
of bitter orange extract and
caffeine, or placebo.
Compared to subjects in the
placebo and control groups,
subjects in the treatment group
experienced a 3.1 Ib loss of
body weight, corresponding to
a significant reduction in body
mass (BMI). This study
concluded that the
combination of bitter orange
extract and caffeine is safe
and effective when combined
with caloric restriction and
exercise for promoting weight
loss in healthy overweight
adults.”

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

Fax; 888-570-6460
Escalation 1le

WWW.enzy.com



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: ‘__:y_oﬂi__
Robert Doster

Title: Senior Vice President of Scientific Affairs

Date: ___ /D /II / 03

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

Sincerely,

et Pl

Michael P. Devereux
Chief Financial Officer

Escalation 1le



P

825 Challenger Drive
Green Bay, W 543118328
Ph: 920-469-1313

Fax: 888-570-6460

WWW.enzy.com

Enzymatic Therapy

NATURAL MEDICINES®
QOctober 12, 2003

Mr. Robert Moore

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

Food and Drug Administration

5100 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
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.

Bitter Orange (Citrus x Cola Nut Extract :
Therapy, Inc. aurantium) Fruit Extract, Caffeine has been

Cola (Cola nitida) Nut extensively studied as an

Extract, Green Tea ergogenic (energy

(Camellia sinensis) Leaf producing) aid.”

Extract \

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 RLL0ML

Robert Doster
Title: Senior Vice President of Scientific Affairs

Dater [0/ 2/63

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

Sincerely,

ichaei P. DevePreux i

Chief Financial Officer

Bscalation 12¢



825 Challenger Drive
Green Bay, WI 54311-8328
Ph: 920-465-1313

Fax: 388-570-6460

wWww.enzy.com

Enzymatic Therapy

NATURAL MEDICINES®
October 13, 2003

Mr. Robert Moore

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

Food and Drug Administration

5100 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
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.

: AM NGREDIET
Enzymatic Escalation® Bitter Orange (Citrus x Cola Nut Extract: in one

Therapy, Inc. aurantium) Fruit Extract, | clinical study, the ingestion
Cola (Cola nitida) Nut of caffeine prior to exercise
Extract, Green Tea increased physical
(Camellia sinensis) Leaf | performance during
Extract prolonged endurance

exercise and short-term
intense exercise.*

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.

pidede 0

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: /0//3/03

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

Sincerely,

Michael P. Devereux i

Chief Financial Officer
Escalation 13¢



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

Fax: 888-570-6460

www.enzy.com

Enzymatic Therapy

NATURAL MEDICINES®
QOctober 14, 2003

Mr. Robert Moore

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

Food and Drug Administration

5100 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
54311 is a distributor and has included statements provxded for by section 403(x)(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.

Bitter Orange (Citrus x

Enzymatic Escalation® Many components of
Therapy, Inc. aurantium) Fruit Extract, | green tea have been found
Cola (Cola nitida) Nut to have numerous
Extract, Green Tea biological activities that are
(Camellia sinensis) Leaf | supportive of human
Extract health. One component

of green tea that has
demonstrated healith
benefits is caffeine.”

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

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: /D// Y /03

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

Sincerely, g

Michael P. Devereux
Chief Financial Officer

Escalation 14e



825 Challenger Drive
Green Bay, Wi 543118328
Ph: 920-469-1313

Fax: 888-570-6460

www.enzy.com

EnzymaticTherapy

NATURAL MEDICINES®
October 15, 2003

Mr. Robert Moore

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

Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: L.abel Claims/Disclaimers

Dear Mr. Moore:

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.

Bitter Orange (Citrus
X aurantium) Fruit
Extract, Cola (Cola

Enzymatic
Therapy, Inc.

Like cola nut, the caffeine in
green tea has ergogenic effects
and is effective in boosting

nitida) Nut Extract, energy levels and physical

Green Tea performance.* In addition to its

(Camellia sinensis) | ergogenic benefits, clinical

Leaf Extract studies have shown that green
tea works synergistically with
caffeine to boost
thermogenesis (calorie
burning).”

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: MLQ,‘L_____
obert Doster

Title: Senior Vice President of Scientific Affairs

Date: /0//5/03

Escalation 15e




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

Sincerely,

L P bt

Michael P. Devereux
Chief Financial Officer

Escalation 15¢



EnzymaticTherapy

NATURAL MEDICINES®
October 16, 2003

Mr. Robert Moore

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

Food and Drug Administration

5100 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
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 Escalation® Bitter Orange (Citrus | In a recent study, the effects o!
Therapy, Inc. x aurantium) Fruit green tea extract were

Extract, Cola (Cola | evaluated in moderately obese
nitida) Nut Extract, patients. After 3 months, body

Green Tea weight of the patients was
(Camellia sinensis) | decreased by 4.6% and waist
Leaf Extract circumference by 4.48%.

These results suggest the
green tea extract to be a
natural weight loss product,
which exerts its activity by
several ways, including
inhibition of lipases and
stimulation of thermogenesis.”

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.

A1 E

Robert Doster
Title: Senior Vice President of Scientific Affairs

ate: (0 L6/03

825 Challenger Drive
Green Bay, Wi 543118328
Ph: 920-469-1313

Fax: 888-570-6460
Escalation 16e

WWW.enzy.com



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

Sl P fponp

Michael P. Devereux
Chief Financial Officer

Sincerely,

Escalation 16e



