825 Chalienger Dnve
Green Bay, W1 54311-8328
Ph: 920-469-1313

Fax: 888-570-6460

www.enzy.com

Enzymaticl herapy ®

NATURAL MEDICINES”

March 19, 2002

Office of Special Nutritionals (HFS-450) (
Center for Food Safety and Applied Nutrition

EGCEIVE

APR 18 2002

U.S. Food and Drug Administration |
5100 Paint Branch Parkway |
College Park, MD 20740-3835

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.

malate, succinate, and
alpha ketoglutarate, 7-Keto
dehydroepiandrosterone, L-
Tyrosine, Asparagus Root
Extract, Choline Bitartrate,

. COMPANY PRODUCT. =~ | 'DIETARY.INGREDIENTS + STATEMENTS:
L e N = S R s e e
Enzymatic 7-KETO lodine, Copper, Manganese | With a sensible diet and
Therapy, Inc. Naturalean™ with citrate, fumarate, regular exercise, the 7-

KETO in 7-KETO
Naturalean™ accelerates
the loss of body fat while
maintaining muscle tissue
integrity.* Clinically studied

Inositol 7-KETO is an improved,

safe metabolite of DHEA ¥

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:

Title: Director of Product Development

Date: 3 - ,O]’OD'"’

If you have any questions, please contact Cheryl Myers, Director of Product Development at
(920) 406-3831.

I

ichael P. Devereux
Chief Financial Officer 975 0162

1 IR03
er g@Mg

7-Keto Naturalean 15¢



825 Chalienger Drive
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March 28, 2002

Office of Special Nutritionals (HFS-450)
Center for Food Safety and Applied Nutrition
U.S. Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740-3835

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.

citrate, fumarate, malate,
succinate, & alpha-
ketoglutarate), 7-keto
dehydroepiandrosterone, L-
Tyrosine, Asparagus
Rhizome Extract, Choline
Bitartrate, Inositol

COMPANY PRODUCT DIETARY INGREDIENTS STATEMENTS
NAME ‘
Enzymatic 7-KETO Iodlne Copper Manganese Scnentlsts conf rm that
Therapy, Inc. Naturalean™ (as chelated (Krebs) with gradual weight loss is the

best way to lose it and keep
it off. That's why 7-KETO™
Naturalean from Enzymatic
Therapy is the perfect
weight-loss formula*

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: ﬂ

Chefry) Myéds
Title: Director of Product Development
Date: 3‘ a% ~O 99—

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

(920) 406-3608.

rely,

Mlchael P. Devereux

Chief Financial Officer

7-Keto Naturalean 18¢
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825 Challenger Drive
Green Bay, W1 54311-8328
Ph: 920-469-1313

Fax: 888-570-6460
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Enzymaticl herapy®

NATURAL MEDICINES™

March 29, 2002

Office of Special Nutritionals (HFS-450)

Center for Food Safety and Applied Nutrition
U.S. Food and Drug Administration
5100 Paint Branch Parkway
College Park, MD 20740-3835

RE:

Dear Sir/Madam:

Label Claims/Disclaimers

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.

citrate, fumarate, malate,
succinate, & alpha-
ketoglutarate), 7-keto
dehydroepiandrosterone, L-
Tyrosine, Asparagus
Rhizome Extract, Choline
Bitartrate, Inositol

COMPANY PRODUCT DIETARY INGREDIENTS . STATEMENTS
NAME:. L B S TR
Enzymatic 7-KETO lodine, Copper, Manganese | Researchers believe 7-
Therapy, Inc. Naturalean™ (as chelated (Krebs) with KETO produces long-lasting

weight loss because it is
able to influence the set
point down to a lower
weight.*

I certify that the information contained in this notice is complete and accurate and that Enzymatic

Therapy, Inc. has substantiation tha are truthful and not misleading.
By: <0

Qeryl(Myers
Title: Phirector of Product Development

Date: 3'52 ? 6;2—-—

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

(920) 406-3608.

Singgrely,

1 )

Michael P. Devereux
Chief Financial Officer

7-Keto Naturalean 19¢

97§ 0161
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EnzymatlcThera Py®@
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March 30, 2002

Office of Special Nutritionals (HFS-450)
Center for Food Safety and Applied Nutrition
U.S. Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740-3835

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.

COMPANY PRODUCT DIETARY INGREDIENTS STATEMENTS
"NAME - | R R

Enzymatic 7-KETO Iodme Copper Manganese Enzymatlc Therapy has

Therapy, Inc. Naturalean™ (as chelated (Krebs) with combined its clinically
citrate, fumarate, malate, studied 7-KETO (a
succinate, & alpha- metabolite of DHEA) with
ketoglutarate), 7-keto seven other natural
dehydroepiandrosterone, L- | compounds such as L-
Tyrosine, Asparagus Tyrosine, asparagus root
Rhizome Extract, Choline and choline to support
Bitartrate, Inositol thyroid function and

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: C W
C}(e)yl Nedvers

Title: Director of Product Development

Date: 3’ ﬁ%‘@———‘

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

Sincerely,
825 Challenger Drive M M

Green Bay, Wi 54311-8328 Michael P. Devereux
Pl 920.469-1313 Chief Financial Officer 97S 0162 LET

Fax. 888-570-6460

7-Keto Naturalean 20e
www.enzy.com




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

Fax: 888-570-6460

www.enzy.com

Enzymaticl herapy®

NATURAL MEDICINES”

March 31, 2002

Office of Special Nutritionals (HFS-450)

Center for Food Safety and Applied Nutrition

U.S. Food and Drug Administration
5100 Paint Branch Parkway
College Park, MD 20740-3835
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.

citrate, fumarate, malate,
succinate, & alpha-
ketoglutarate), 7-keto
dehydroepiandrosterone, L-
Tyrosine, Asparagus
Rhizome Extract, Choline

Bitartrate, Inositol

COMPANY PRODUCT | DIETARYINGREDIENTS | . ‘' STATEMENTS
NAME I N e
Enzymatic 7-KETO lodine, Copper, Manganese | 7-KETO Naturalean is not a
Therapy, Inc. Naturalean™ (as chelated (Krebs) with stimulant-it will not raise

heart rate, blood pressure,
or keep you awake at night-
or an appetite suppressant.
It is a natural nutritional
supplement designed to
increase your metabolism*

1 certify that the information contained in this notice is complete and accurate and that Enzymatic

By:

N

G Myds —

Title: Director of Product Development

3-3(-0p

Date:

The?v)lnc. has substantiation that the statements are truthful and not misleading.

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

(920) 406-3608.

Singerely,
ichael P. Devereux

Chief Financial Officer

7-Keto Naturalean 21e

975 0161

LET




Enzymaticl herapy @

NATURAL MEDICINES”

April 1,2002

Office of Special Nutritionals (HFS-450)
Center for Food Safety and Applied Nutrition
U.S. Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740-3835

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 F ood, Drug,
and Cosmetic Act on the labels of the following product.

COMPANY PRODUCT - | "DIETARY INGREDIENTS": |- - -~ STATEMENTS
Enzymatic 7-KETO lodine, Copper, Manganese | With 7-KETO Naturalean,
Therapy, inc. Naturalean™ (as chelated (Krebs) with there are not crash diets or

citrate, fumarate, malate, artificial stimulants. Just
succinate, & alpha- safe, natural, and significant
ketoglutarate), 7-keto weight loss.*
dehydroepiandrosterone, L-

Tyrosine, Asparagus

Rhizome Extract, Choline

Bitartrate, Inositol

I certify that the information contained in this notice is complete and accurate and that Enzymatic
Thera{p;;lnc. has substantiation that the statements are truthful and not misleading.

By:

Chéryl Myets

Title: Director of Product Development

Date: l’f’l'OL_

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

Sincgrely, /()
825 Challenger Drive

Green Bay, W1 54311-8328 Michael P. Devereux

Ph: 920.469-1313 Chief Financial Officer 9 75 01 62 LET

Fax: 888-570-6460
7-Keto Naturalean 22¢

www.enzy.com



