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Mr. Robert Moore } L 4 2003 H Ufg

Office of Nutritional Products, Labeling & S i =/

Dietary Supplements, HFS 811
Food and Drug Administration
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.

AL &7 g

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

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

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

o P

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: ///0-218/05

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

Sincerely, P

Michael P. Devereux
975 0162 181 J/4 54/ > 335/

Chief Financial Officer
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Mr. Robert Moore /f‘ L7
Office of Nutritional Products, Labeling & / e
Dietary Supplements, HFS 811 / £ {-“5 I
Food and Drug Administration s < s
5100 Paint Branch Parkway RN
College Park, MD 20740 TR

RE:  Label Claims/Disclaimers e/

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 Escalation® Bitter Orange (Citrus x | Bitter orange extract may

Therapy, Inc. aurantium) Fruit Extract, | also suppress the appetite,
Cola (Cola nitida) Nut and does not have the
Extract, Green Tea negative side effects often
(Camellia sinensis) Leaf | reported with ephedrine
Extract use.”

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.

S V(] 1]

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: // / Jﬁ/ 3

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

Sincerely,

/WP-&W%

Michael P. Devereux
Chief Financial Officer
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Mr. Robert Moore /o . NN
Office of Nutritional Products, Labeling & L U7
Dietary Supplements, HFS 811 TR
Food and Drug Administration LT
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 Escalation® Bitter Orange (Citrus x | The ingredients in
Therapy, Inc. aurantium) Fruit Extract, | Escalation work
Cola (Cola nitida) Nut synergistically to boost
Extract, Green Tea energy levels, increase
(Camellia sinensis) Leaf | physical stamina, and
Extract promote weight loss.*

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.

L.

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: § / 5 O// 03

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

Sincerely,
b
825 Challenger Drive ) .
Green Bay, Wi 54311-8328 ichael P. Devereux
Ph: 920-469-1313 Chief Financial Officer
Fax: 888-570-6460
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January 31, 2003

Mr. Robert Moore S
Office of Nutritional Products, Labeling & {f RN
Dietary Supplements, HFS 811 ;,f f{’? 5 .
Food and Drug Administration [ R
5100 Paint Branch Parkway e h
College Park, MD 20740 R

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 Escalation® Bitter Orange (Citrus x onsumers may also be
Therapy, Inc. aurantium) Fruit Extract, | interested in using
Cola (Cola nitida) Nut Escalation in combination
Extract, Green Tea with 7-Keto Naturalean™,
(Camellia sinensis) Leaf | our clinically studied weight
Extract loss supplement.”

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 0]2.;‘_
Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: ///’9’1//05

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 ' JAAA%
Green Bay, Wi 54311-8328 Michael P. Devereux
Ph: 920-469-1313 Chief Financial Officer

Fax: 888-570-6460
Escalation Se

Wwww.enzy.com



