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PhytoPharmica.

NATURAL MEDICINES..

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.

sC@MPANY | *.PRODUET " |.:DIE

Phyto- Cellular IP-6 (inositol It is theorized that when

Pharmica Forte® Max®> | hexaphosphate), Inositol, IP-6 and inositol, maitake

(a Division Miatake Mushroom mushrooms, and POA

of Integrative Extract, POA Cat’s Claw Cat's Claw Extract are

Therapeutics (Uncaria tomentosa) Root | combined they work

Inc.) Extract synergistically to support
healthy cell
developoment.*

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: 1/21/03

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

Sincerely, 6 ”,2 7 [
825 CHALLENGER DRIVE

GREEN Bay, Wi 54311-8328
920-469-9099

TOLL FREE B0O-553-2370

FAX 920-469-4418

FAX TOLL FREE 888-311-5657
WWW. PHYTOPHARMICA.COM

Michael P. Devereux
Chief Financial Officer _
975 0162 LET

/1427
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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.

DIETAR
NAME “INGREDIENTS Lo
Phyto- Cellular IP-6 (inositol The three ingredients in
Pharmica Forte® Max® | hexaphosphate), Cellular Forte® Max® all have
(a Division Inositol, Miatake scientifically demonstrated
of Integrative Mushroom Extract, immune supportive effects,
Therapeutics POA Cat's Claw including support of healthy
Inc.) (Uncaria tomentosa) lymphocytes: B cells, helper T
Root Extract cells, killer T cells, suppressor
T cells, neutrophils, and
macrophages.*

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: gg ! ﬂ‘! IQ;[
Robért Doster

Title: Senior Vice President of Scientific Affairs

Date: ‘/ZD /0.5

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

Sincerely,
- . 825 CHAUENGER DRIVE
GREEN Bay, W1 54311-8328
ichael P. Devereux 920-469-9099
Chief Financial Officer TOLL FREE 800-553-2370

Fax 920-469-4418
FAX TOLL FREE 888-311-5657
Cellular Forte Max3 31p WWW, PHYTOPHARMICA.COM
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January 18, 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 i
distributor and has included statements provided for by section 403(r)(6) of the Food, Drug, and Cosme
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-INGREDIENTS | -

T T L INANIET [T e R e T S
Phyto- Cellular IP-6 (inositol While POAs support
Pharmica Forte® Max® | hexaphosphate), Inositol, immune health,* tetrcyclic
(a Division Miatake Mushroom oxindole alkaloids have
of Integrative Extract, POA Cat's Claw decidedly different effects
Therapeutics (Uncaria tomentosa) Root | in the body, none
Inc.) Extract su';?porting immune system

cells.*

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

By: #L! Q ,d, :l
Robert Doster

Title: Senior Vice President of Scientific Affairs

Date: "'// 8/ bB

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

Sincerely,

Jdt P

Michael P. Devereux
Chief Financial Officer

st

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

TOLL FREE 800-553-2370

FAX 920-469-4418
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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 i
distributor and has included statements provided for by section 403(r)(6) of the Food, Drug, and Cosm¢

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.

C)’O’MP{A‘NEY | \DIETARY@INGREDIENEFS? | iSTA;?I?EMENTS;:
Phyto- Cellular IP-6 (inositol Most importantly, however,
Pharmica Forte® Max® | hexaphosphate), Inositol, when POAs and TOAs are
(a Division Miatake Mushroom mixed together, the TOAs
of Integrative Extract, POA Cat's Claw work against the POAs.
Therapeutics (Uncaria tomentosa) Root | Even as little as 1% TOA
Inc.) Extract content can cause POAs
to lose their ability to
beneficially support the
immune system.*

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

By: g! 2‘! lQ i
Robert Doster

Title: Senior Vice President of Scientific Affairs

Date: i/lq /@3

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

Sincerely,

W P . & z 825 CHALLENGER DRIVE

GREEN BaY, W1 54311-8328
Michael P. Devereux 920-469-9099

Chief Financial Officer TOLL FREE 800-553-2370
Fax 920-469-4418
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January 17, 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
distributor and has included statements provided for by section 403(r)(6) of the Food, Drug, and Cosme
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- Cellular IP-6 (inositol in published and
Pharmica Forte® Max® | hexaphosphate), Inositol, unpublished studies, POA
(a Division Miatake Mushroom Cat’s Claw has been

of Integrative Extract, POA Cat's Claw shown to support immune
Therapeutics (Uncaria tomentosa) Root | health in humans.*

Inc.) Extract

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

5y U044

Robert Doster k
Title: Senior Vice President of Scientific Affairs

Date: 1—-i1-03

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

Smcerely, g

Mlchael P. Devereux 825 CHALLIENGER DRIVE

Chief Financial Officer GrEeeN Bay, W1 54311-8328
920-469-2099

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



Cd

L
L))

@q|

il p b

PhytoPharmica.

NATURAL MEDICINES.

January 16, 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 i
distributor and has included statements provided for by section 403(r)(6) of the Food, Drug, and Cosm

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, | PRODUET.. |- Y INGREDIENTS |
‘ Tu x v, “r‘ \ ’ ‘ , | ﬁME 1 , g
Phyto- Cellular IP-6 (inositol Cat's claw POAs support a
Pharmica Forte® Max® | hexaphosphate), Inositol, balanced immune system
(a Division Miatake Mushroom and healthy immune

of Integrative Extract, POA Cat's Claw response.”

Therapeutics (Uncaria tomentosa) Root

Inc.) Extract

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

By:
Ro
Title: Senior Vice President of Scientific Affairs

Date: i//lg /03»

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

Sincerely,

825 CHAUENGER DRIVE
GREEN Bay, WI 54311-8328
920-469-9099

TOWL FREE 800-553-2370

Fax 920-469-4418

Chief Financial Officer
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January 15, 2003

Mr. Robert Moore o
Office of Nutritional Products, Labeling & R
Dietary Supplements, HFS 811 RN
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 :
distributor and has included statements provided for by section 403(r)(6) of the Food, Drug, and Cosm
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- Cellular IP-6 (inositol The POAs in cat’s claw
Pharmica Forte® Max® | hexaphosphate), Inositol, | root extract also have

(a Division Miatake Mushroom immune-modulating effects
of Integrative Extract, POA Cat's Claw in T lymphocyte response.
Therapeutics (Uncaria tomentosa) Root | POAs support the release
Inc.) Extract of mature cytotoxic CD8 T

cells (killer T cells), mature
CDA4 T cells, and other
mature T cells.* Release

{ of these immature cells,
called lymphoblasts,
actually reduces the
effectiveness of the
immune system response.*

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

Robett Doster

Title: Senior Vice President of Scientific Affairs

Date: i//5/53

825 CHAWENGER DRIVE
GREEN Bay, W| 54311-8328
920-469-9099

TOL FREE 800-553-2370

Fax 920-469-4418



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

Sincerely,

Chief Financial Officer
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January 14, 2003

Mr. Robert Moore e

Office of Nutritional Products, Labeling & SR
Dietary Supplements, HES 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
distributor and has included statements provided for by section 403(r)(6) of the Food, Drug, and Cosm

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- Cellular IP-6 (inositol Cat's claw POAs also
Pharmica Forte® Max® | hexaphosphate), Inositol, increase B cells, resulting
(a Division Miatake Mushroom in an increased supply of
of Integrative | Extract, POA Cat’s Claw | antibodies.”

Therapeutics (Uncaria tomentosa) Root

Inc.) Extract

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

By: :@Lﬂ Q,‘g :l
Robert Doster

Title: Senior Vice President of Scientific Affairs

Date: l///7//03

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

Sincerely,

P &" z 825 CHALLENGER DRIVE

Mlchael P. Devereux GReeN Bay, W1 54311-8328

Chief Financial Officer 920-469-9099
TOUW. FREE 800-553-2370

Fax 920-469-4418



oo
W

PhytoPharmica.

NATURAL MEDICINES..

@

January 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:

vy
oy
i

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.

Jiw e NAME S S L T P e s
Phyto- Cellular IP-6 (inositol Certain POAs increase the
Pharmica Forte® Max® | hexaphosphate), Inositol, rate of macrophase
(a Division Miatake Mushroom phagocytosis and the
of Integrative Extract, POA Cat's Claw production of interleukin
Therapeutics (Uncaria tomentosa) Root | secreted by
Inc.) Extract macrophages.*

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: AZIJ’L’&L

Robert Doster

Title: Senior Vice President of Scientific Affairs

Date: | / /> / 0>

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

(920) 406-3608.
Sincerely,

Jbt P

Michael P. Devereux
Chief Financial Officer

Cellular Forte Max3 24p
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825 CHALENGER DRrive
GREEN Bay, W1 54311-8328
920-469-9099

TOLL FREE 8B00-553-2370

Fax 920-469-4418

FAX TOLL FREE 888-311-5657
WWW. PHYTOPHARMICA .COM
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January 12, 2003

Mr. Robert Moore

Office of Nutritional Products, Labeling & «

Dietary Supplements, HFS 811 e
Food and Drug Administration B AN N
5100 Paint Branch Parkway B v
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 . -| ARY:IN ‘STA B
Phyto- Cellular IP-6 (inositol Cat's claw POAs have
Pharmica Forte® Max® | hexaphosphate), Inositol, important immune
(a Division Miatake Mushroom supportive health
of Integrative Extract, POA Cat's Claw properties.*

Therapeutics (Uncaria tomentosa) Root
Inc.) Extract

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: __;f{uuﬁ.i__
Robert Doster

Title: Senior Vice President of Scientific Affairs

Date: l//L/Q?)

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

(920) 406-3608.

Sincerely,

J L P z 825 CHALLENGER DRIVE
Michael P. Devercux 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

Cellular Forte Max3 23p WWW, PHYTOPHARMICA.COM



