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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 manufacturer 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.

Enzymatic Fatigued to | Valerian Root Extract,
Therapy, Inc. | Fantasticl® | Passionflower Leaf and | Valerian (200 mg), clinically
Revitalizing | Flower Extract, L- studied to support better sleep
Sleep Theanine, Hops Flower | at night.*

Formula Extract, Wild Lettuce
Leaf Extract, Jamaica
Dogwood Root Extract,
Wild 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 misleading.
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Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: 7/2 7/02—

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

Michael P. Devereux LE 1

Chief Financial Officer 975 0162
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August 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 manufacturer 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.

G

Enzymatic Fatigued to | Valerian Root Extract, | Key ingredients include: Hops
Therapy, Inc. | Fantasticl® | Passionflower Leaf and | (30 mg), wild lettuce (18 mg),
Revitalizing | Flower Extract, L- and Jamaica Dogwood (12 mg),
Sleep Theanine, Hops Flower | which promote relaxation.”
Formula Extract, Wild Lettuce
Leaf Extract, Jamaica
Dogwood Root Extract,
Wild 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 misleading.
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"Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: ?/ { / o2

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

Sincerely,

Michael P. Devereux E

Chief Financial Officer

Fatigued to Fantastic Revitalizing Sleep Formula 12¢ v
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July 27, 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 manufacturer 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.

Enzymatic Fatigued to A poor diet can make you
Therapy, Inc. | Fantasticl® | Passionflower Leaf and more fatigued. However, a
Revitalizing | Flower Extract, L-Theanine, | diet rich in the proper
Sleep Hops Flower Extract, Wild | vitamins, minerals, amino
Formula Lettuce Leaf Extract, acids, and essential B
Jamaica Dogwood Root vitamins can help restore

Extract, Wild Lettuce Leaf heaithy energy levels and
certain herbs can improve
the quality of your 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.
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Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: 7 /27/ D2

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

Smcerely,

Mlchael P. Devereux Z

Chief Financial Officer
Fatigued to Fantastic Revitalizing Sleep Formula 7¢
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August 2, 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 manufacturer 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.
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Fatigued to | Valerian Root Extract, | Revitalizing Sleep Formula helps
Therapy, Inc. | Fantasticl® | Passionflower Leaf and | you get to sleep faster, so you
Revitalizing | Flower Extract, L- have increased energy and feel
Sleep Theanine, Hops Flower | less fatigued in the morning.*
Formula Extract, Wild Lettuce
~ Leaf Extract, Jamaica
Dogwood Root Extract,
Wild Lettuce Leaf

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

04

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: X/Z/O?—

By:

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

Fatigued to Fantastic Revitalizing Sleep Formula 13¢
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July 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

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

Enzymatic Fatigued to | Valerian Root xtract, Enzymatic Therapy is pleased to
Therapy, Inc. | Fantasticl® | Passionflower Leaf and | introduce the Fatigued to

Revitalizing | Flower Extract, L- Fantasticl® Energy
Sleep Theanine, Hops Flower | Revitalization System, a
Formula Extract, Wild Lettuce program created with Dr.

Leaf Extract, Jamaica | Teitelbaum that features three
Dogwood Root Extract, | targeted nutritional formulas
Wild Lettuce Leaf specifically designed to build
energy and endurance and
improve your quality of sleep, so
you feel more energized all day
long.*

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: wod"{

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: 7/?/?/02-

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 8e



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

Fax: 888-570-6460

www.enzy.com

Enzymaticl her dpy@

NATURAL MEDICINES™

July 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 manufacturer 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.
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Enzymatic Fatigued to | Valerian Root Extract, | Key ingredients include:
Therapy, Inc. | Fantasticl® | Passionflower Leaf and | Passionflower (90 mg), which
Revitalizing | Flower Extract, L- has been studied for its ability to
Sleep Theanine, Hops Flower | calm simple tension that may
Formula Extract, Wild Lettuce lead to occasional
Leaf Extract, Jamaica | sleeplessness.”
Dogwood Root Extract,
Wild 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 misleading.
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Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: 7/30/02'

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

TELY P feyp

Michael P. Devereux
Chief Financial Officer

Fatigued to Fantastic Revitalizing Sleep Formula 10e



