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June 29, 2003 AN

!
Mr. Robert Moore E ]
Office of Nutritional Products, Labeling & e e
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.

Phyto-Pharmica Vita Bacopa monnieri and Ginkgo
(a Division of Acuity Acid, Vitamin B12, biloba both provide immediate
Integrative Formula™* | Alpha Lipoic Acid, supportive benefits for mild
Therapeutics, Inc.) Bacopa Aerial Part | memory problems associated
Extract, Ginkgo Leaf | with aging.”
Extract

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 A0

Robe'rt C. Doster
Title: Senior Vice President of Scientific Affairs

Date: Zol;zﬁ AZB

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

5021
Sincerely, g b
_ 825 CHALLENGER DRIVE
. GREEN Bay, W1 54311-8328
920-469-9099

Michael P. Devereux Tou Free 800-553-2370

. . FAX 920-469-4418
Chief Financial Officer 975 0 162 LET X el e 888-311-5657

Mental Acuity Formula 13p / g 2 3 o WWW. PHYTOPHARMICA.COM
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June 30, 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: L.abel 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 i I ] .
Phyto-Pharmica Mental Vitamin B6, Folic Vitamin B12, vitamin B6, and
(a Division of Acuity Acid, Vitamin B12, folic acid provide brain support
Integrative Formula™* | Alpha Lipoic Acid, for iong term health.”
Therapeutics, Inc.) Bacopa Aerial Part

Extract, Ginkgo Leaf
Extract

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.

W pudedd

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

Date: le/ 30/ 22

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

Sincerely,
- P . 825 CHALLENGER DRIVE
GreeN Bay, W1 54311-8328

920-469-9099
Michael P. Devereux ToLL. FREE 800-553-2370

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

Mental Acuity Formula 14p WWW. PHYTOPHARMICA.COM
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July 1, 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.

NAME | F . )
Phyto-Pharmica Mental Vitamin B6, Folic Alpha lipoic acid provides both
(a Division of Acuity Acid, Vitamin B12, immediate and long-term
Integrative Formula™* | Alpha Lipoic Acid, health effects.”

Therapeutics, Inc.) Bacopa Aerial Part

Extract, Ginkgo Leaf
Extract

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 P00

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

Date: 'l / L /03

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

Sincerely,
- 825 CHALLENGER DRIVE
. GRreEN Bay, WI 54311-8328
920-469-2099
Michael P. Devereux TOLL FREE 800-553-2370
Chief Financial Officer FAx 920-469-4418

. FAX TOLL FREE 888-311-5657
Mental Acuity Formula 15p WWW, PHYTOPHARMICA.COM
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July 3, 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.

Vltamm BG Fohc ACld Bacopa has an |0X|dant
Vitamin B12, Alpha properties and supports
Lipoic Acid, Bacopa healthy parasympathetic
Aerial Part Extract, nervous system activity.*
Ginkgo Leaf Extract

Phyto-Pharmica
(a Division of
Integrative
Therapeutics, Inc.)

Formula™*

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: __'] / 3 / [2%)

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

Sincerely, &‘“

/ ‘L ‘ ! P Z 825 CHALENGER DRIVE
Michael P. D_evereux GREEN Bay, WI 54311-8328
Chief Financial Officer 920-469-9099

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

Mental Acuity Formula 17p WWW. PHYTOPHARMICA.COM
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July 4, 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.

BED

Phyto-Pharmica Mental Vitamin B6, Folic In a recent randomized,

(a Division of Acuity Acid, Vitamin B12, | placebo-controlled, double

Integrative Formula™* | Alpha Lipoic Acid, | blind study, Bacopa was

Therapeutics, Inc.) Bacopa Aerial Part | compared to a placebo in its
Extract, Ginkgo support of healthy memory
Leaf Extract and cognitive function.

Healthy adults between the
ages of 40 and 65 were
randomized to receive either
Bacopa or placebo. Testing
on attention, memory storage,
and memory retrieval was
completed three times within
the study period. The results
demonstrated that the
Bacopa provided more
support in remembering new
information than the group
taking the placebo.”

825 CHAUENGER DRIVE
GREEN Bay, Wi 54311-8328
920-469-9099
TOLL FREE 800-553-2370
Fax 920-469-4418
FAX TOLL FREE 888-311-5657
Mental Acuity Formula 18p WWW. PHYTOPHARMICA.COM
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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 FAA04d

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

Date: l7/ il /03

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

SinEerely, p &

Michael P. Devereux
Chief Financial Officer

Mental Acuity Formula 18p
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July 5, 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.

Phyto-Pharmica Mental Vltamm 86 Fohc research has

(a Division of Acuity Acid, Vitamin B12, | determined that ginkgo

Integrative Formula™* | Alpha Lipoic Acid, | provides support of healthy

Therapeutics, Inc.) Bacopa Aerial Part | platelet and healthy
Extract, Ginkgo parasympathetic nervous
Leaf Extract system 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.

me__ LA004

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

Date: ___'1 Z St 63

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

Smcerely,
825 CHALLENGER DRIVE
GREEN Bay, W1 54311-8328
920-469-2099

Michael P. Devereux TouL. FReE 800-553-2370

Chief Financial Officer Fax 920-469-4418

FAX TOLL FREE 888-311-5657
Mental Acuity Formula 19p WWW. PHYTOPHARMICA.COM
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July 6, 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.

Phyto-Pharmica Mental Vitamin B6, Folic Compared with placebo,
(a Division of Acuity Acid, Vitamin B12, | ginkgo provided support of
Integrative Formula™* Alpha Lipoic Acid, several cognitive measures.”
Therapeutics, Inc.) Bacopa Aerial Part

Extract, Ginkgo

Leaf Extract

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

Date: '7/(0 /03

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

(920) 406-3608
Sincerely,
- 825 CHALLENGER DRIVE
. GREEN Bay, W1 54311-8328
. 920-469-9099
Michael P. Devereux TOLL FREE 800-553-2370
Chief Financial Officer FAx 920-469-4418

FAX TOLL FREE 888-311-5657
Mental Acuity Formula 20p WWW. PHYTOPHARMICA.COM
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July 7, 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.

Phyto-Pharmica Mental Vitamin B6, Folic Ginkgo has also been studied
(a Division of Acuity Acid, Vitamin B12, | in older adults. The results
Integrative Formula™* | Alpha Lipoic Acid, showed that ginkgo provided
Therapeutics, Inc.) Bacopa Aerial Part | support of healthy cognitive
Extract, Ginkgo | functions, while showing very
Leaf Extract low rates of adverse effects.*

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: glzw__
Robett C. Doster

Title: Senior Vice President of Scientific Affairs

Date: __'1 / 1 { 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, W1 54311-8328
P20-469-9099
Michael P. Devereux Tou FrReg 800-553-2370
Chief Financial Officer Fax 920-469-4418

) FAX TOLL FREE 888-311-5657
Mental Acuity Formula 21p WWW. PHYTOPHARMICA.COM
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July 8, 2003

Mr. Robert Moore

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

Food and Drug Administration

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.

R T ol S
s -
g _A"?

th A — BT IR o e
Phyto-Pharmica Mental Vitamin B6, Folic Two recent studies have
(a Division of Acuity Acid, Vitamin B12, | demonstrated that giving
Integrative Formula™* | Alpha Lipoic Acid, supplemental vitamin B12
Therapeutics, Inc.) Bacopa Aerial Part | supports healthy memory and
Extract, Ginkgo cognitive function.”
Leaf Extract

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.

sy L0084

Robe'rt C. Doster
Title: Senior Vice President of Scientific Affairs

Date: __/ / g /05

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

Sincerely,
_ 825 CHALLENGER DRIVE
. GREEN BAY, W1 54311-8328
920-469-92099
Michael P. Devereux TOLL FREE 800-553-2370
Chief Financial Officer Fax 920-469-4418

FAX TOLL FREE 888-311-5657
Mental Acuity Formula 22p WWW. PHYTOPHARMICA.COM



