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January 18, 2003 0882 03 MR -3 P153

Mr. Robert Moore

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 811

Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE:  Label Claims/Disclaimers

Dear Mr. Moore:

This letter is to notify you that PhytoPharmica 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.

"COMPANY | PRODUGT |~ DIETARY. -
1. 'NANME , INGREDIENT e
Phyto- Glucosamlne Chloride, Sodium, | Glucosamine occurs naturally in
Pharmica Sulfate Glucosamine the body. It is a basic building
(a Division Sulfate block for the biosynthesis of
of Integrative glycosaminoglycans (GAGs) and
Therapeutics proteoglycans (PGs) (giant
Inc.) molecules with many GAGs

attached), which are important
constituents of the articular
cartilage.”

I certify that the information contained in this notice is complete and accurate and that PhytoPharmica has
substantiation that the statements are truthful and not misleading.

Robert Doster

Title: Senior Vice President of Scientific Affairs

Date: L/IX/OE

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

g3
825 CHAULENGER DRIVE
P &A’ GREEN Bay, W1 54311-8328
920-469-9099
Mlchael P. Devereux 2 ;Ou FREE 800-553-2370
. . . AX 920-469-4418

Chief Financial Officer 9 7 5 U 1 5 2 L ET I l l/} CQ FAX TOLL FREE 888-311-5657
Glucosamine Sulfate 6p WWW. PHYTOPHARMICA .COM

Sincerely,
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January 19, 2003

Mr. Robert Moore

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 811

Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE:  Label Claims/Disclaimers

Dear Mr. Moore:

This letter is to notify you that PhytoPharmica 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.

"COMPANY | PRODUCT |  DIETARY |~ SIA

S o Y NAME 1 INGREDIENTS: o :

Phyto- Glucosamine Chloride, Sodium, | It also is required for the
Pharmica Sulfate Glucosamine formation of lubricants and

(a Division Sulfate protective agents for the joints.*
of Integrative

Therapeutics

Inc.)

I certify that the information contained in this notice is complete and accurate and that PhytoPharmica has
substantiation that the statements are truthful and not misleading.

By: @,l ﬂ‘! ‘Q 4
RobertDoster

Title: Senior Vice President of Scientific Affairs

Date: ‘/lc{ }03

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

(920) 406-3608.

Sincerely, !?

Michael P. Devereux 825 CHALLENGER DRIVE
Chief Financial Officer GREEN Bay, W1 54311-8328

920-469-9099

TOLL FREE 800-553-2370

Fax 920-469-4418

FAX TOLL FREE 888-311-5657
Glucosamine Sulfate 7p WWW. PHYTOPHARMICA.COM
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January 20, 2003

Mr. Robert Moore

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 811

Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE:  Label Claims/Disclaimers

Dear Mr. Moore:

This letter is to notify you that PhytoPharmica 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.

TERIER
Phyto- Glucosamme Chlonde Sod:um Glucosamine has been reported
Pharmica Sulfate Glucosamine to stimulate PGs synthesis in
(a Division Sulfate articular cartilage, inhibit
of Integrative degradation of PGs, and build
Therapeutics cartilage.”*

Inc.)

I certify that the information contained in this notice is complete and accurate and that PhytoPharmica has
substantiation that the statements are truthful and not misleading.

Robert Doster

Title: Senior Vice President of Scientific Affairs

Date: i/Z/D / 0D

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

(920) 406-3608.

Sincerely, P !;

Mlchael P. Devereux 825 CHALLENGER DRIVE
Chief Financial Officer Green Bay, W1 54311-8328

P20-469-2099

TOUL. FREE 800-553-2370
Fax 920-469-4418

FAX TOLL FREE 888-311-5657

Glucosamine Sulfate 8p WWW. PHYTOPHARMICA.COM
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January 21, 2003

Mr. Robert Moore

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 811

Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers

Dear Mr. Moore:

This letter is to notify you that PhytoPharmica 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.

- GOMPANY - | -PRODUCT DIETARY

Phyto- Glucosamine Chloride, Sodium, | Depletion of sulfate leads to
Pharmica Sulfate Glucosamine decreased synthesis of GAGs,
(a Division Sulfate and sulfate administration helps
of Integrative counteract sulfate depletion.*
Therapeutics

Inc.)

I certify that the information contained in this notice is complete and accurate and that PhytoPharmica has
substantiation that the statements are truthful and not misleading,

By: #ﬁ {-’:I-ﬁ i
Robert Doster

Title: Senior Vice President of Scientific Affairs

Date: /21 {D?)

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

L7 P g

Michael P. Devereux 825 CHALLENGER DRIVE

Chief Financial Officer GREEN Bay, WI 54311-8328
920-469-9099

TOolL FREE 800-553-2370
FAX 920-469-4418
FAX TOLL FREE 888-311-5657

Glucosamine Sulfate 9p WWW. PHYTOPHARMICA.COM
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January 22, 2003

Mr. Robert Moore

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 811

Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE:  Label Claims/Disclaimers

Dear Mr. Moore:

This letter is to notify you that PhytoPharmica 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.

Phyto- Glucosamme Chloride, Sodnum To date, more than 20 clinical
Pharmica Sulfate Glucosamine studies using glucosamine sulfate
(a Division Sulfate have been reported, with nearly
of Integrative 3,000 patients receiving either
Therapeutics glucosamine sulfate or placebo.
Tnc.) These studies show a favorable

response to glucosamine sulfate
vs. placebo in supporting healthy
joint function.*

I certify that the information contained in this notice is complete and accurate and that PhytoPharmica has
substantiation that the statements are truthful and not misleading.

sy 21000

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 1/2/2/0 3

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

Sincerely,

- 825 CHALENGER DRIVE
* GReeN Bay, W1 54311-8328
920-469-9099
Michael P. Devereux TOW FREg 800-553-2370
Chief Financial Officer Fax 920-469-4418

FAX TOLL FREE 888-311-5657
Glucosamine Sulfate 10p WWW. PHYTOPHARMICA.COM
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January 23, 2003

Mr. Robert Moore

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 811

Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers

Dear Mr. Moore:

This letter is to notify you that PhytoPharmica 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.

Phyto- Glucosamine | Chloride, Sodium, Glucosamine Sulfate has
Pharmica Sulfate Glucosamine Sulfate been clinically studied to
(a Division build joint cartilage.*

of Integrative

Therapeutics

Inc.)

I certify that the information contained in this notice is complete and accurate and that PhytoPharmica has
substantiation that the statements are truthful and not misleading.

By:
Rob oste:
Title: Senior Vice President of Scientific Affairs

Date: | /25 /03

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

(920) 406-3608.

Sincerely, P ?;

Michael P. Devereux 825 CHAUENGER DRIVE
Chief Financial Officer GREEN Bay, W1 54311-8328

920-469-9099

TouL FReEe 800-553-2370

FAX 920-469-4418

FAX TOLL FREE 888-311-5657
Glucosamine Sulfate 11p WWW. PHYTOPHARMICA .COM



