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August 25, 2005

Office of Nutritional Products, Labeling & , o
Dietary Supplements, HFS 810 ‘ A1

Center for Food Safety and Applied Nutrition \ AUG 3 ] 200
Food and Drug Administration :

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed; and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1}(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or-plan to market in the immediate foture, and may be exploratory
in nature.

Petadolex® Proactive | Clinically proven for long-term Purple Butterbur (Petasites hybridus)
| benefits* (Petadolex® brand) Root 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.

. 2o !

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 8’/255/0.5

If you have any questions, please contact Robert Doster, Senior V1ce President of Scientific Affairs at
(920) 406-3608.

Sincerely,

Ml Dot , usvies L1 SEC7
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What Better feels tike”
August 25, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc, wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(x)(6) of the act. 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.

urple Butterbur (Petasites hybridus)
(Petadolex® brand) Root Exiract

The excluswe, patented
processing used to create
Petadolex Proactive removes
toxins naturally present in
butterbur, making it the only safe
form available.* A

Pétadolex@ Proactive

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

o L1004

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 9/25 /05

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

Sincerely,

Jobd P

Michael P. Devereux
Chief Financial Officer
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what Better feets tike”
August 25, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers

Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has.a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic- Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. 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,

Petadolex® Proactive | For soothmg comfon that Purpie Butterbur (Petasxte%s hybndus)
improves with continued use, (Petadoiex@ brand) Root Extract
trust Petadolex Proactive for your
entire family.*

1 certify that the information contained in this notice is complete and accurate and that Enzymatxc Therapy, Inc. has
substantiation that the statements are truthful and not misleading.- ‘

SN/

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: £ / 25/0.5

By:

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

.,;gﬁ“rz‘% *«gg%' e MH@; e
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whar Betler feets tive”
——————
August 25, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)}{6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. 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.

Petadolex@ Proactlve It’s clinically studied to be well Purple Butterbur (Petasités hybridus)
tolerated, produces no significant - | (Petadolex® brand) Root Extract
adverse effects and is effective in
both adults and 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.

Lgodd

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 5’/25/0.5

By:

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

Sincerely,

Jokd P

Michael P. Devereux

Chief Financial Officer
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August 26, 2005

FaY'sd oNT

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers

Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. 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.

Petadolex® Proactive | Results from 3-month clinical Purple ‘Butterbur (Petasxtes hybndus)
studies show Petadolex Proactive | (Petadolex® brand) Root Extract
can reduce occurrences by as \
much as 62% following 2 months
of continuous use.*

I certify that the information contained in this notice is complete and accurate: and that Enzymatic Therapy, Inc. has
substantiation that the Statements afztruthﬁﬂ and not misleading.

By:

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: S’/le /0 S

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

Tl P Loy

Michael P. Devereux
Chief Financial Officer
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woat Better feels like™
—————
August 26, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers

Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)}(C) of the act.and comply with section 403(r)(6) of the act. 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,

Purple Butterbur (Petasites hybridus)
(Petadolex® brand) Root 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. -

S k]

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 3’/2@/6 S

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
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What Better feels ke
A———
August 26, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)}{(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. 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.

Petadolex® Proactlve The Only Safe, Pure Butterbur* | Purple Butterbur (Petasites hybridus)
‘(Petadolex® brand) Root 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.

TR

Robert Doster
Title: Senior Vice President of Scientific Affairs

By:

Date: ?'/Z(e /0 S

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

Sincerely,

M chaelP Devereupx &‘A’ {

Chief Financial Officer




