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PhytoPharmica.

NATURAL MEDICINES..

August 13, 2003

Mr. Robert Moore

Office of Nutritional Products, Labeling & v S
Dietary Supplements, HFS 811 i ORI
Food and Drug Administration FAug .

5100 Paint Branch Parkway ,; 1RG5 2 003 /
College Park, MD 20740 &“ Yo /

RE: Label Claims/Disclaimers

Dear Mr. Moore:

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

i

PhytoPharmica | Glucosamine | Chioride, Sodium, Glucosamine occurs naturally

(a Division of Sulfate and | Glucosamine Sulfate, { in the body. ltis a basic

Integrative Chondroitin | Chondroitin Sulfate building block for the

Therapeutics, biosynthesis of

Inc.) glycosaminoglycans {GAGs)
and proteoglycans (PGs)

(giant molecules with many
GAGs attached), which are
important constituents of the
articular cartilage.” It also is
required for the formation of
lubricants and protective
agents for the joints.*

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 RLI00H

Robert C. Doster
Title: Senior Vice President of Scientific Affairs /b % 7

Date: 8/ {3 / 0.3 825 CHALLENGER DRIVE
GREEN Bay, W1 54311-8328

920-469-9099
. . TOLL FREE BO0-553-2370
875 0162 LET FAX 920-469-4418

FAX TOL FREE 888-311-5657
Glucosamine Sulfate and Chondroitin 19 p / ﬂ 7_/; /y WWW.PHYTOPHARMICA.COM




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

Smcerely,

Mlchael P. Dcvereux Z

Chief Financial Officer

Glucosamine Sulfate and Chondroitin 19 p
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August 13, 2003

Mr. Robert Moore
Office of Nutritional Products, Labeling &

Dietary Supplements, HFS 811 e
Food and Drug Administration BT
5100 Paint Branch Parkway Al S W;j“/
. College Park, MD 20740 o 6y -

f'f-":a ¥ 5 28@3 ; {

RE: Label Claims/Disclaimers éfi{{{,:\ /
~Smme . S

Dear Mr. Moore: o

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

R L

- ]
] NAN DIENT
PhytoPharmica - | Glucosamine | Chioride, Sodium, Depletion of sulfate leads to
(a Division of Sulfate and | Glucosamine Sulfate, | decreased synthesis of
integrative Chondroitin | Chondroitin Sulfate GAGs, and sulfate
Therapeutics, administration helps
| Inc.) , | counteract sulfate depletion.”

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.

Q100404

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

pate: B /383

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

Sincerely,
W P ' &“"“‘Yﬂ 825 CHAUENGER DRIVE

Michael P. Devereux GREEN BAY, W1 54311-8328

Chief Financial Officer 920-469-9099
TOLWL FREE 800-553-2370

Fax 920-469-4418
FAX TOUL FREE B88-311-5657
~teencamine Sulfate and Chondroitin 20 p WWW.PHYTOPHARMICA.COM

S

By:
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August 13, 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, (a Division of Integrative Therapeutics, 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. 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.

w

cioae L Ak :
PhytoPharmica Chloride, Sodium, To date, more than 20 clinical
(a Division of Sulfate and | Glucosamine Sulfate, | studies using glucosamine
Integrative Chondroitin | Chondroitin Sulfate sulfate have been reported,
Therapeutics, with nearly 3,000 patients
inc.) receiving either glucosamine
sulfate or placebo. 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,
Division of Integrative Therapeutics, Inc.) has substantiation that the statements are truthful and not
misleading.

e RLI00L

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

Date: __5/13/03

825 CHALENGER DRIVE
Green Bay, Wi 54311-832
920-469-9099
ToLL FREE 800-553-2370
Fax 920-469-4418
EAX TOLL FREE 888-311-56£
* emmdrnitin 21 p WwWW. PHYTOPHARMICA.COM



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

(920) 406-3608.
Sincerely,

Eid P byt

Michael P. Devereux
Chief Financial Officer

Glucosamine Sulfate and Chondroitin 21 p
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August 13, 2003

Mr. Robert Moore = ‘ 53
Office of Nutritional Products, Labeling &  AUG 2 5 2003
Dietary Supplements, HFS 811 -

Food and Drug Administration Jiv
5100 Paint Branch Parkway e SRR s e
College Park, MD 20740

RE: Label Claims/Disclaimers

Dear Mr. Moore:

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

PhytoPharmica ,Glucosamme Chionde Sodwm Healthy chondroitin sulfate is
(a Division of Sulfate and | Glucosamine Sulfate, | associated with joint health.
Integrative Chondroitin | Chondroitin Suifate

Therapeutics,

inc.)

1 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: __ 5. // 3/03

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

(920) 406-3608.

Sincerely,

W &)ﬂ 825 CHALENGER DRIVE
ichael P. Devereux GREEN BaY, W1 54311-8328

Chief Financial Officer 920-469-9099

TOLL FRee 800-553-2370

Fax 920-469-4418

FAX TOLL FREE 888-311-5657
Glucosamine Sulfate and Chondroitin 22 p WWW. PHYTOPHARMICA.COM
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August 13, 2003

Mr. Robert Moore ‘ ;;3 ?%\“T";wm%
Office of Nutritional Products, Labeling & f o oy
Dietary Supplements, HFS 811 - AUG 25 2003 /
Food and Drug Administration L

5100 Paint Branch Parkway T

College Park, MD 20740 T EE——

RE: Label Claims/Disclaimers
Dear Mr. Moore:

This letter is to notify you that PhytoPharmica, (2 Division of Integrative Therapeutics, 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. 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.

Ao St

AP

Cloride, k

Research-has-shown that

PhytoPharmica | Glucosamine

(a Division of Sulfate and | Glucosamine - supplementation of chondroitin

integrative Chondroitin | Sulfate, Chondroitin sulfate is beneficial to the

Therapeutics, Sulfate status of chondroitin sulfate in
LInc.) joint cartilage.”

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.

oy RLA00A

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

Date: 3/ / 3 A)g

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

(920) 406-3608.
Sincerely,
/ PL P i 825 CHALENGER DRIVE
Michael P. Devereux GRreeN BAY, Wi 54311-832
Chief Financial Officer 920-469-9099
vou Free 800-553-2370
Fax 920-469-4418

‘ B FAX TOLL FREE 888-311-56.
~Landritin 23p WWW, PHYTOPHARMICA,.CON
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August 14, 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, (a Division of Integrative Therapeutics, 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. 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.

:!A

Glucosamine

GREDIE]

Chloride,

PhytoPharmica Sodium, The mechanism of action of CS
(a Division of Sulfate and | Glucosamine is probably similar in nature to
Integrative Chondroitin | Sulfate, Chondroitin | GS, since it can also provide
Therapeutics, Sulfate substrates (or building blocks)
Inc.) for proteoglycan synthesis.”

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,

., fL0dd

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

Date: 2 // L/ﬁ&

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

(920) 406-3608.
Sincerely,

J ‘i"’l ‘ P ) Sare f 825 CHAULENGER DRIVE
Michael P. Devereux GREEN BAY, W1 54311-8328
Chief Financial Officer 920-469-9099

TOLL FREE 800-553-2370
Fax 920-469-4418

FAX TOLL FREE 888-311-5657
Ginensamine Sulfate and Chondroitin 24p WWW. PHYTOPHARMICA.COM
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Mr. Robert Moore . f
AUG 25 2003 |
|

. !
Office of Nutritional Products, Labeling & |
Dietary Supplements, HFS 811 |
Food and Drug Administration 5
5100 Paint Branch Parkway ]
College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Mr. Moore:

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

L&,

PhytoPharmica . - 4 Chiorid

e, Sodium, C8 could also influence the in
(a Division of Sulfate and | Glucosamine vitro-growth and metabolism of
Integrative Chondroitin | Sulfate, Chondroitin | glycosaminoglycans.”
Therapeutics, Sulfate :

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.

oy PLA0UA

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

vate:__8/7 /03

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

Sincerely,

P : &' 825 CHAUENGER DRIVE
ichael P. Devereux GREEN BAY, W) 54311-8328

Chief Financial Officer 920-469-9099
TOLL FREE 800-553-2370

Fax 920-469-4418
FAX TOU FREE 888-311-5657
Glucosamine Sulfate and Chondroitin 25p WWW. PHYTOPHARMICA.COM
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August 14, 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, (a Division of Integrative Therapeutics, 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. These
claims are not necessarily for a product we currently market or plan to market in the immediate future,
_andr xgal_bg_gxploratory in nature.

T

PhytoPharmica | Glucosamine | Chloride, Sodium, A meta-analysis in the United
(a Division of Sulfate and | Glucosamine States located 9 trials with 799
Integrative Chondroitin | Sulfate, Chondroitin | patients taking CS, while
Therapeutics, Sulfate another meta-analysis in

inc.) Austria located 7 trials with 372

patients taking CS. Both of
them concluded that CS is
superior to placebo in
supporting healthy joint
function.*

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 2000

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

S

Date: 3 // ‘/A).g

825 CHAUENGER DRIVE
GReeN Bay, WL 54311-8328
920-469-9099
TOLL FREE 800-553-2370
Fax 920-469-4418
FAX TOLL FREE 888-311-5657
1 ~amine Snifate and Chondroitin 26p WWW,PHYTOPHARMICA.COM



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

Sincerely,

‘Mlchael P. Devereux z

Chief Financial Officer

yinensamine Sulfate and Chondroitin 26p
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August 14, 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, (a Division of Integrative Therapeutics, 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. 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.

PhytoPharmica | Glucosamine™ | Chioride, ‘Sodium, Evidence indicates that a°

(a Division of Sulfate and | Glucosamine Sulfate,  |-combination of GS and CS

Integrative Chondroitin | Chondroitin Sulfate may produce a synergistic

Therapeutics, effect in supporting healthy
Linc.) joint function.*

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 L0001

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

Date: P / / L//J 3

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

(920) 406-3608.
Sincerely,

J ‘l c ‘ ‘ P ) "‘“‘jﬂ 825 CHALLENGER DRIVE
Michael P. Devereux Green Bay, Wi 54311-832
Chief Financial Officer 920-469-9099

youL FREe 800-553-2370
Fax 920-469-4418

FAX TOLL FREE 888-311-56£
* M wdraitin 27p WWW. PHYTOPHARMICA.COM
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August 14, 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, (a Division of Integrative Therapeutics, 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. 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. ‘

PhytoPharmma
(a Division of
Integrative
Therapeutics,
Inc.)

NP
-Glucosamine
Sulfate and
Chondroitin

Chlo”’ﬂé Sﬁduum
Glucosamine -
Sulfate, Chondroitin
Sulfate

In laboratory studies, a
combination of GS and CS
produced other effects also
supportive of joint health.” They
may also modulate articular
cartilage matrix metabolism.”

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

mlsleiuligP LQ. {

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

Date: X / ad

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

(920) 406-3608.

Smcerely,

Michael P. Devereux

-

Chief Financial Officer

Glucosamine Sulfate and Chondroitin 28p

825 CHAULENGER DRIVE
GReeN Bay, W1 54311-8328
920-469-9099

Tou fFrRee 800-553-2370

Fax 920-469-4418

FAaX TOLL FREE 888-311-5657
WWW, PHYTOPHARMICA.COM
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August 15, 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, (a Division of Integrative Therapeutics, 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. 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.

¥

PhytoPharmica | Glucosamine | Chloride, Sodium, | in a randomized, double-blind,

(a Division of Sulfate and | Glucosamine - placebo-controlled crossover trial,

Integrative Chondroitin | Sulfate, a combination of GS and CS

Therapeutics, Chondroitin significantly provided significant

Inc.) Sulfate support for healthy joint function
in the knee and spine.”

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: onlgi-

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

Date: 3/75 /0\3

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

Sincerely,

W P ) &ﬂ ! ( 825 CHALENGER DRIVE
ichael P. Devereux GReeN Bay, W1 54311-8328

Chief Financial Officer 920-469-9099

ToLL FREE 800-553-2370

FAx 920-469-4418

FAX TOUL FREE 888-311-5857
Glucosamine Sulfate and Chondroitin 29p WWW. PHYTOPHARMICA.COM



August 15, 2003

Mr. Robert Moore

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

Food and Drug Administration

5100 Paint Branch Parkway

Coliege Park, MD 20740

RE: Label Claims/Disclaimers

Dear Mr. Moore:

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

Gh!orid Si, in another randomized,

PhytoPharmica_ {-Glueosamine |-

(a Division.of _ . | Sulfate and | Glucosamine “placebo-controlled human

Integrative Chondroitin | Sulfate, Chondroitin | study, administration of a

Therapeuitics, Sulfate combination of GS and CS for 6

Inc.) months provided support for
knee and joint health.”

I certify that the information contamed 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

" Ploogd

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

Date: __ ¥ /15/03

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

Sincerely,
&)" 825 CHALLENGER DRIVE
ichael P. Devereux GREEN BAY, WI 54311-8328
Chief Financial Officer 920-469-9099

Tou FRee 800-553-2370
FAX 920-469-4418
FAX TOLL FREE 888-311-5657
Glucosamine Sulfate and Chondroitin 30p WWW. PHYTOPHARMICA .COM



4

"
4
S H

it@: PhytoPharmica.

NATURAL MEDICINES-.

August 15, 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, (a Division of Integrative Therapeutics, 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. 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.

| PhytoPharmica
(a Division of
Integrative
Therapeutics,
Inc.)

Glucosamine

-Sulfate and

Chondroitin

Chloride, Sodium,

Glucosamine
Sulfate,
Chondroitin
Sulfate

-A study.reported that -
-administration of LMW marine CS

(800 mg/day) supports joint
health.* Another study showed
that oral ingestion of LMW marine
CS provided support for healthy
joint function in older adults.”

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, pLdodd

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

Date: %//5/03

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

(920) 406-3608.

Sincerely, &‘“

Michael P. Devereux

Chief Financial Officer

‘Glucosamine Sulfate and Chondroitin 31p

825 CHAUENGER DRive
GREEN BaAY, W1 54311-8328
920-469-9099

TOLL FREE 800-553-2370

Fax 920-469-4418

FAX TOUL FREE 888-311-5857
WWW. PHYTOPHARMICA.COM



