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Food and Drug Administration
College Park, MD 20740

MAR 21 2002

Dr. Robert C. Doster
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Enzymatic Therapy, Inc.
825 Challenger Drive
Green Bay, Wisconsin 54311

Tane MNanctar
1ICGE L. LJUDVE .

This is in response to your letters of December 12 and 13, 2001 and January 24, 2002 to
the Food and Drug Administration (FDA) pursuant to 21 U.S.C. 343(r)(6) (section
403(r)(6) of the Federal Food, Drug, and Cosmetic Act (the Act)). Your submission
states that Enzymatic Therapy, Inc. is making the claims identified below for the products
Enzymatic Therapy FlexAgility and PhytoPharmica FlexAgility.

The products Enzymatic Therapy FlexAgility and PhytoPharmica FlexAgility use the
claims “Reduces joint pain and stiffness due to occasional overuse”and

“Reduces joint pain and stiffness due to everyday activity.” These claims are disease
claims because they suggest that the products are intended to treat, prevent, or mitigate
diseases, namely joint disorders such as arthritis. In the preamble to the January 6, 2000
final rule on structure/function claims (see 65 FR 1000 at 1016-17), FDA stated that
“joint pain” is characteristic of arthritis and that it is the most sensitive physical sign of
rheumatoid arthritis. For that reason, the agency concluded that claims about relieving
joint pain are implied disease claims because they represent that the product will have an
affect on a characteristic sign or symptom of a disease (see 21 CFR 101.93(g)(2)(ii)).
Moreover, elsewhere in the preamble to the final rule (see 65 FR 1000 at 1030) FDA
discussed the circumstances under which claims about pain would imply disease
treatment. We stated that since pain is not a normal state, nor are there “normal pain
levels,” a claim about pain treatment or prevention is ordinarily a disease claim. We
addressed the issue of joint pain claims in particular, noting that such claims are disease
claims because joint pain is a characteristic symptom of arthritis. We added, however,
that a acceptable structure/function claim could be made for pain associated with non-
disease states, such as muscle pain following exercise.
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Neither of the claims contained in your notification refer to pain associated with a non-
disease state. Although “occasional overuse” and “everyday activity” are not themselves
diseases, they would not be expected to result in joint pain unless a person already
suffered from an underlying disease that predisposed him or her to such pain.

You also submitted notifications dated February 1, 2002, March 8, 2002, March 9, 2002,
March 10, 2002, March 11, 2002, March 12, 2002, and March 13, 2002 for the products
Enzymatic Therapy MygraClear™, PhytoPharmica MygraHealth, and
PhytoPharmica MygraPreve. These products use the claims “...for proper blood vessel
structure and blood flow in the brain,” “healthy blood vessel tone in the brain, as well as
healthy blood flow in the brain,” and “healthy blood vessel tone.” These claims, used in
conjunction with the names of the products, MygraClear™, MygraHealth, and
MygraPreve are implied claims that your products are intended to treat a disease,
namely, migraine headaches. The use of the name of a disease or other words or terms
related to a disease is an implicit claim that a product is intended to treat, prevent, or
mitigate that disease. See 21 CFR 101.93(g)(2)(iv)(A). The terms MygraClear™,
MygraHealth, and MygraPreve are obvious derivations from “migraine” that serve to
identify a population of consumers with a disease for which the products are intended.
FDA considers a brand name that includes a disease name or a clearly recognizable
derivation of a disease name to be a disease claim unless the context of the labeling as a
whole makes clear that the name does not imply disease treatment or prevention because
the product is intended for some other use. The names of these products, however,
provide no indication of what other uses the products could be intended for and,
moreover, include claims that are clearly related to one of the underlying predisposing
clinical causes of migraine headaches. As such, the names of these products and the
accompanying claims are disease claims.

21 U.S.C. 343(r)(6) makes clear that a statement included in labeling under the authority
of that section may not claim to diagnose, mitigate, treat, cure, or prevent a specific
disease or class of diseases. The statements that you are making for these products
'suggest that they are intended to treat, prevent, or mitigate diseases. These claims do not
meet the requirements of 21 U.S.C. 343(r)(6). These claims suggest that these products
are intended for use as drugs within the meaning of 21 U.S.C. 321(g)(1)(B), and that they
are subject to regulation under the drug provisions of the Act. If you intend to make
claims of this nature, you should contact FDA’s Center for Drug Evaluation and
Research (CDER), Office of Compliance, HFD-310, 7520 Standish Place, Rockville,
Maryland 20855.
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Please contact us if we may be of further assistance.

Sincerely,

;%)\

Direcggor
Divisibn of Compliance and Enforcement
Office of Nutritional Products, Labeling
and Dietary Supplements
Center for Food Safety
and Applied Nutrition

Copies:

FDA, Center for Drug Evaluation and Research, Office of Compliance, HFD-300
FDA, Office of the Associate Commissioner for Regulatory Affairs, Office of
Enforcement, HFC-200

FDA, Minneapolis District Office, Office of Compliance, HFR-MW240



el

255
LY

= PhytoPharmica.

NATURAL MEDICINES.. ECE IVE

December 13, 2001

&

JAN -2 2002

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

200 C St. SW

Washington, DC 20204

RE:  Label Claims/Disclaimers
Dear Sir/Madam:
This letter is to notify you that PhytoPharmica (A Division of Integrative Therapeutics, 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.

COMPANY | PRODUCT DIETARY STATEMENTS
NAME INGREDIENTS
PhytoPharmica | FlexAgility Ginger (Zingiber Reduces joint pain and stiffness
(A Division of officinale), Greater due to everyday activity*
Integrative Galangal (Alpinia
Therapeutics galanga)
Inc.)

I certify that the information contained in this notice is complete and accurate and that PhytoPharmica (A
Division of Integrative Therapeutics, Inc.) has substantiation that the statements are truthful and not

misleading.
o (KO etro—
" Cher| Myérs

Title: Director of Product Development

Date: /(;'{7)"0{

/9/
If you have any questions, please contact Jeanene Moenckmeier, Director of Legal Affairs at \ /‘i
(920) 469-4440. /} %

Sincerely, v 825 CHALLENGER DRIVE
WM% GreeN Bay, W1 54311-8328
4 920-469-9099

anene Moenckmeier TOLL FREE B00-553-2370

. . FAX 920-469-4418
Director of Legal Affairs 5% TOU. Fict BBB-311-5657

FlexAgility 2p WWW. PHYTOPHARMICA .COM
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December 12, 2001

Office of Special Nutritionals (HFS-450)

Center for Food Safety and Applied Nutrition

Food and Drug Administration
200 C St. SW

Washington, DC 20204

RE:  Label Claims/Disclaimers

Dear Sir/Madam:

This letter is to notify you that PhytoPharmica (A Division of Integrative Therapeutics, 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.

STATEMENTS

Inc.)

NAME INGREDIENTS
PhytoPharmica | FlexAgility Ginger (Zingiber
(A Division of officinale), Greater
Integrative Galangal (Alpinia
Therapeutics galanga)

Reduces joint pain and stiffness
due to occasional overuse*

I certify that the information contained in this notice is complete and accurate and that PhytoPharmica (A
Division of Integrative Therapeutics, Inc.) has substantiation that the statements are truthful and not
misleading.

Date: /(9-“ }(;”O/

2

If you have any questions, please contact Jeanene Moenckmeier, Director of Legal Affairs at /ags

(920) 469-4440.

Sincerely,

*

Drtrcrechrreecen

ene Moenckmeier
Director of Legal Affairs

FlexAgilitylp

1%

825 CHAUENGER DRrivE
GREEN Bay, W1 54311-8328
920-469-9099

TOuL FREE 800-553-2370

FAX 920-469-4418

FAX TOLL FREE 888-311-5657
WWW. PHYTOPHARMICA.COM
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Office of Special Nutritionals (HFS-450)
Center for Food Safety and Applied Nutrition
Food and Drug Administration

200 C St. SW

Washington, DC 20204

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.

COMPANY PRODUCT DIETARY STATEMENTS
Enzymatic FlexAgility Ginger (Zingiber Reduces joint pain and
Therapy, Inc. officinale), Greater stiffness due to everyday

Galangal (Alpinia activity*
galanga)

[ 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.

Title: Director of Product Development

Date: ZQ\*)%”’O .

e

If you have any questions, please contact Jeanene Moenckmeier, Director of Legal Affairs at
(920) 469-4440.

Sincerely,

eanene Moenckmeier
Director of Legal Affairs

-

QD
:?\
A

FlexAgility 2e




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

Fax: 920-469-4400

www.enzy.com
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Dccember 12, 2001

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

200 C St. SW

Washington, DC 20204

RE: Label Claims/Disclaimers

Dear Sir/Madam:

ECEIVE

JAN -2 2002

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.

STATEMENTS

NAME INGREDIENTS
Enzymatic FlexAgility Ginger (Zingiber
Therapy, Inc. officinale), Greater
Galangal (Alpinia
galanga)

Reduces joint pain and
stiffness due to occasional
overuse*

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: ﬂW

“Cherfgl Myets )

Title: Director of Product Development

Date: ’Q’f}'oj

If you have any questions, please contact Jeanene Moenckmeier, Director of Legal Affairs at

(920) 469-4440.

Sincerely,

eanene Moenckmeier
Director of Legal Affairs

FlexAgilityle
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January 24, 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.

'COMPANY | ~PRODUCT | DIETARY - STATEMENTS

1. NAME | INGREDIENTS e

Enzymatic FlexAgility Proprietary Herbal This unique combination

Therapy, Inc. Extract Blend: Ginger gives FlexAgility the triple-
(Zingiber officinale) action power to reduce joint
rhizome extract, Greater | pain and stiffness due to
Galangal (Alpinia occasional overuse, and
galanga) rhizome protect the integrity of
extract cartilage.*

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,

&y :
Dioe )~
By: Mﬁ/f
Robert Doster
Title: Senior Vice President Scientific Affairs

Date: 1}! ir”ll/ vz

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 469-3608.

Sincerely,
825 Challenger Drive P hﬁu
Green Bay, Wi 54311-8328

chael P, Devereux
Chief Financial Officer

FlexAgility 3¢

Ph: 920-469-1313

Fax: 888-570-6460

Www.enzy.com
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January 25, 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.

~COMPANY | PRODUCT |  DIETARY @ |  STATEMENTS
Enzymatic FlexAgility Proprietary Herbal Clinical studies have shown
Therapy, Inc. Extract Blend: Ginger significant effects after two
(Zingiber officinale) weeks of using this formula,
rhizome extract, Greater | and even more significant
Galangal (Alpinia results after six weeks of
galanga) rhizome use.*
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.

Robert Doster
Title: Sentor Vice President Scientific Affairs

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 469-3608

825 Challenger Drive

Green Bay, Wi 54311-8328

Michael P. Devereux
Chief Financial Officer

FlexAgility 4e . 7

Ph: 920-469-1313

Fax: 888-570-6460

Www.enzy.com
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March 8, 2002

Office of Special Nutritionals (HFS-450)

Center for Food Safety and Applied Nutrition e
U. S. Food and Drug Administration | ST
5100 Paint Branch Parkway MAR v
College Park, MD 20740-3835 13 2007

f Vi e
RE:  Label Claims/Disclaimers SSR —
Dear Sir/Madam:

This letter is to notify you that PhytoPharmica (A Division of Integrative Therapeutics, 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.

 COoM ~ DETRRY ]
PhytoPharmica | MygraPreve Purple Butterbur Dietary Supplement for
(A Division of | with Patented | (Petasites hybridus) healthy blood vessel tone in
Integrative Petadolex Root Extract the brain*
Therapeutics,
Inc.)

I certify that the information contained in this notice is complete and accurate and that PhytoPharmica (A
Division of Integrative Therapeutics, Inc.) has substantiation that the statements are truthful and not
misleading,

N &
By Mf\ : {'.
Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: ??z ’i’j oL

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

(920) 469-3608.
Sincerel;g,
i 825 CHALLENGER Drive
Green Bay, W1 54311-8328
! 920-469-9099
Michael P. Devereux TOU FREE B00-553-2370
Chief Financial Officer Fax 920-469-4418

FAX TOLL FREE 888-311-5657

MygraPreve with Patented Petadolex 1p WWW. PHYTOPHARMICA .COM



FEE
e 5
T

&9

PhytoPharmica

NATURAL MEDICINES..

March 9, 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 — ST
Dear Sir/Madam:
This letter is to notify you that PhytoPharmica (A Division of Integrative Therapeutics, 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.

- DIETARY
- ‘ | INGREDIENTS
PhytoPharmica MygraPreve ParpEe Butterbur Dietary Supplement for
(A Division of | with Patented | (Petasites hybridus) healthy blood vessel tone
Integrative Petadolex Root Extract and blood flow in the brain*
Therapeutics,
Inc.)

I certify that the information contained in this notice is complete and accurate and that PhytoPharmica (A
Division of Integrative Therapeutics, Inc.) has substantiation that the statements are truthful and not
misleading.

By: «QQQ@J%.

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

Date: y7jov

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 469-3608.

Si cerely,
825 CHAUENGER DRIVE
GREEN Bay, W1 54311-8328
920-469-9099

Mlchael P. Devereux ' TouL FREE BO0-553-2370

Chief Financial Officer Fax 920-469-4418

] FAX TOLL FREE B88-311-5657
MygraPreve with Patented Petadolex 2p WWW. PHYTOPHARMICA.COM
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March 10, 2002

Office of Special Nutritionals (HFS-450)

Center for Food Safety and Applied Nutrition [
U. S. Food and Drug Administration P ' ’
5100 Paint Branch Parkway ,5 MAR 1 g 200

College Park, MD 20740-3835 / 7

RE:  Label Claims/Disclaimers
Dear Sir/Madam:
This letter is to notify you that PhytoPharmica (A Division of Integrative Therapeutics, 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.

| cowmP
PhytoPharmica | MygraPreve Purple Butterbur Studies demonstrate
(A Division of | with Patented | (Petasites hybridus) MygraPreve with Petadolex
Integrative Petadolex Root Extract is safe and well tolerated.*
Therapeutics,
Inc.)

I certify that the information contained in this notice is complete and accurate and that PhytoPharmica (A
Division of Integrative Therapeutics, Inc.) has substantiation that the statements are truthful and not
misleading.

By:

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

Date: ‘«f%?fl oL
1]

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 469-3608.

Sincerely,
825 CHALLENGER Drive
¢ GRreeN Bay, W1 54311-8328
N ' 920-469-9099

Miéhaei P. Devereux TOUL FREE 800-553-2370

ief Financial Officer FAX 920-469-4418
Chief Fin FAX TOLL FREE 888-311-5657

MygraPreve with Patented Petadolex 5p WWW. PHYTOPHARMICA. COM
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March 11, 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 PhytoPharmica (A Division of Integrative Therapeutics, 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.

NAM _INGREDIENTS |

PhytoPharmica | MygraPreve Purple Butterbur Dietary Supplement for

(A Division of | with Patented | (Petasites hybridus) proper blood vessel
Integrative Petadolex Root Extract structure and blood flow in
Therapeutics, the brain*

Inc.)

I certify that the information contained in this notice is complete and accurate and that PhytoPharmica (A
Division of Integrative Therapeutics, Inc.) has substantiation that the statements are truthful and not
misleading.

By: 4%5({5;&

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

Date: 3!:}/525,

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

(920) 469-3608.
Sigcerely, _
1 825 CHAUENGER DRivE
| GReeN Bay, W1 54311-8328
' 920-469-9099 ;
Michael P. Devereux TOUL FREE 800-553-2370 '
Chief Financial Officer Fax 920-469-4418

FAX TOU FREE B88-311-5657
MygraPreve with Patented Petadolex 3p WWW, PHYTOPHARMICA,COM
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March 11, 2002

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

T tend T 1

3 EUQ Paint prancn rcunwdy

College Park, MD 20740-3835

RE:  Label Claims/Disclaimers

Dear Sir/Madam:

This letter is to notify you that PhytoPharmica (A Division of Integrative Therapeutics, 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.

PhytoPharmica MygraPreve Purpte Butterbur Doctor recommended

(A Division of | with Patented | (Petasites hybridus) MygraPreve with Petadolex

Integrative Petadolex Root Extract features a patented extract

Therapeutics, of butterbur to support

Inc.) healthy blood vessel tone in
the brain, as well as healthy
blood flow in the brain*

I certify that the information contained in this notice is complete and accurate and that PhytoPharmica (A
Division of Integrative Therapeutics, Inc.) has substantiation that the statements are truthful and not
misleading.

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

Date: éj u [/ o

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 469-3608.

Smcerely,
825 CHALLENGER Drive
GREEN Bay, W1 54311-8328
920-469-9099

Mlchael P. Devereux TOLL FREE BO0-553-2370

Chief Financial Officer Fax 920-469-4418

FAX TOLL FREE B88-311-5657

MygraPreve with Patented Petadolex 4p WWW. PHYTOPHARMICA. COM
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March 12, 2002

Office of Special Nutritionals (HFS-450)

Center for Food Safety and Applied Nutrition

U. S. Food and Drug Administration BB H
5100 Paint Branch Parkway ﬁ' ‘
College Park, MD 20740-3835

RE:  Label Claims/Disclaimers
Dear Sir/Madam:
This letter is to notify you that PhytoPharmica (A Division of Integrative Therapeutics, 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.

£ : . !hiGREDiENTS;;; b e
PhytoPharmica MygraHeaEth ng)ie Butterbur 62% improvement reported*
{A Division of with (Petasites hybridus)

Integrative Patented Root Extract
Therapeutics, Petadolex
Inc.)

I certify that the information contained in this notice is complete and accurate and that PhytoPharmica (A
Division of Integrative Therapeutics, Inc.) has substantiation that the statements are truthful and not
misleading.

by _Al00EL

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

Date: (3! sL{o?,

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

(920) 469-3608. |
19 710

825 CHALLENGER Drive
GRreeN Bay, W1 54311-8328
920-469-9099

EP {)evereux TOLUL FREE 800-553-2370
lchae Fax 920-469-4418

C}iief Financial Officer FAX TOLL FREE 888-311-5457
MygraHealth with Patented Petadolex 6p WwWW. PHYTOPHARMICA.COM

Sing erely,




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

Fax: 888-570-6460

www.enzy.com

Enzymati
NEE{KALaL ‘g;[tgggsap\(@ = @ = %W

February 1, 2002 .
FEB 22 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.

NAM o
Mygra Dietary Supplement for
Therapy, Inc. | with patented (Petasites hybridus) proper blood vessel
Petadolex structure and blood flow in
the brain.*

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.

i . oy 1
] !
] 4
ik #
By' s .

Robert C. Dos%er
Title: Senior Vice President of Scientific Affairs

i
]

# et
i{0Pm
Date: "{ i

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 469-3608.

T dey

Mike Devereux
Chief Financial Officer

MygraClear le

,( 0\776?



825 Challenger Drive
Green Bay, Wi 54311-8328
Ph: 920-468-1313

Fax: 888-570-6460

WWW.enzy.com

Enzymatic] herapy @
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February 2, 2002

Office of Special Nutritionals (HFS-450) PRPTETY FTRTS

Center for Food Safety and Applied Nutrition RO s

U. S. Food and Drug Administration FEB 22 720m2

5100 Paint Branch Parkway

College Park, MD 20740-3835 BY: ,

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.

_ MygraCleé?"M Purple Butterbur B “Doctor recommended

Enzymatic
Therapy, Inc. | with patented (Petasites hybridus) MygraClear with Petadolex
Petadolex features a patented extract
of butterbur to support

healthy blood vessel tone in
the brain, as well as healthy
blood flow in the brain.*

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
7 A fi ; 5 F ’ /
#4 F Piid -
Lé LA UT
By: ™ N g S

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

Date:

Ml

[ ferLe
H

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 469-3608.

Sincerely,

ike Devereux
Chief Financial Officer

MygraClear 2¢ 7 q «
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825 Challenger Drive
Green Bay, Wi 54311-8328
Ph: 520-469-1313

Fax; 888-570-6460

WWW.enzy.com

EnzymaticTherap%@
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March 8, 2002

Office of Special Nutritionals (HFS-450)
Center for Food Safety and Applied Nutrition
U. 8. 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.

INGREDIEN

Enzymatic MygraClear™ Purple Butterbur Dietary Supplement for
Therapy, Inc. | with Patented (Petasites hybridus) healthy blood vessel tone in
Petadolex Root Extract the brain*

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.

N

By: _’ﬁ@} 'ﬁ{{ﬁ
Robert C. Doster

Title: Senior Vice President of Scientific Affairs

Date: éf %’g@a}/

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 469-3608.

TR —r

Michael P. Devereux
Chief Financial Officer

MygraClear with Patented Petadolex 3e
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825 Challenger Drive
Green Bay, Wi 54311-8328
Ph: 920-469-1313

Fax: 888-570-6460

WWW.enzy.com
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March 9, 2002 E

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

~ COMPANY | PRODUCT - DIETARY | STATEMENTS
.o b ) NAME - INGREDIENTIS | - o o
Enzymatic MygraClear™ Purple Butterbur Dietary Supplement for
Therapy, Inc. | with Patented (Petasites hybridus) healthy blood vessel tone
Petadolex Root Extract and blood flow in the brain*

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,

A )
i ; ’f{\; i
By: JA@\B&.}:
Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: :‘B;f‘?jgv

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 469-3608.

T,y

Michael P. Devereux
Chief Financial Officer

MygraClear with Patented Petadolex 4e
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March 10, 2002

Office of Special Nutritionals (HFS-450) }f AR 1 3 200 y;
Center for Food Safety and Applied Nutrition frae o
U. S. Food and Drug Administration N

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.

- COMPANY | PRODUCT | DIETARY | STATEMENTS |
. NAME | INGREDIENTS | e
Enzymatic MygraClear™ Purple Butterbur Studies demonstrate
Therapy, Inc. | with Patented (Petasites hybridus) MygraClear with Petadolex
Petadolex Root Extract is safe and well tolerated*

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.

{3 'f' I
By: /féﬁﬁj d)/f—-
Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: %!i({fgb

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 469-3608.

Ty

Mike Devereux
825 Chaflenger Drive Chief Financial Officer

Green Bay, Wi 54371-8328
Ph: 920-469-1313

Fax: 888-570-6460 MygraClear with Patented Petadolex Se¢

WWW.enzy.com
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March 12, 2002

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

U. 8. 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.

'DIETARY : STATEMENTS
1 INGn*’ulENTS Z »
Enzymatic MygraClearTM Purp!e Butterbur It has been the subject of
Therapy, Inc. | with Patented (Petasites hybridus) two placebo-controlled
Petadolex Root Extract clinical studies. In the most
recent, participants reported
a 71% improvement*

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 r{' Vg
By: M
Robert C., Doster
Title: Senior Vice President of Scientific Affairs

Date: 3; %’waV

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 469-3608.

Sincerel ,h

Mike Devereux
Green Bay, WI 54311-8328 Chief Financial Officer

Ph: 920-469-1313

Fax: 888-570-6460 ] 7 q7 \—( /

MygraClear with Patented Petadolex Se
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March 13, 2002 g ¥
|
E

Office of Special Nutritionals (HFS-450) o
Center for Food Safety and Applied Nutrition e
U. 8. 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.

DIETARY §oo STATEMEN’{S
e INGRED!ENTS e :
Enzymatic MygraC%earW Purpie Butterbur 71 % amprovement
Therapy, Inc. | with Patented (Petasites hybridus) reported.*
Petadolex 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.

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

}
Date: _ 3lalpL

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 469-3608.

825 Challenger Drive X . )
Chief Financial Officer

Green Bay, Wi 54311-8328

Ph: 920-469-1313

447

MygraClear with Patented Petadolex Se
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March 13, 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.

- PRODUI 4 DIETARY [
NAME | INGREDIENTS | 77 7T
Enzymatic MygraClear™ Purple Butterbur It has been the subject of
Therapy, Inc. | with Patented (Petasites hybridus) two placebo-controlled
Petadolex Root Extract clinical studies. In the most

recent, participants reported
a 62% improvement*

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: /QI-Q() LC{{\

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

Date: 3{ ‘3i ol

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 469-3608.

Sincgrely,

Mike Devereux
Chief Financial Office

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

Fax; 888-570-6460

MygraClear with Patented Petadolex 9¢
www.enzy.com



