
f PhytoPharmica 
NATURAL MEDICINES: 

June 2 1,2002 

Office of Special Nutritionals (HFS-450) 
Center for Food Safety and Applied Nutrition 
U. S. Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740-3835 

RE: Label Claims/Disclaimers 

Dear Sir/Madam: 

This letter is to notify you that PhytoPharmica at 825 Challenger Drive, Green Bay, Wisconsin 543 11 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. 

COMPANY 

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

PRODUCT 
NAME 

Mental Acuity 
FormulaTM* 

: 

DIETARY 
INGREDIENTS, 

Vitamin B6, Folic Acid, 
Vitamin B12, Alpha 
Lipoic Acid, Bacopa 
Aerial Part Extract, 
Ginkgo Leaf Extract 

STATEMENTS 

Mental Acuity FormulaTM* is 
specifically designed to 
support healthy nervous 
system processes involved 
in memory and focus.* 

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: we” 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: (0-2.1-02 

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

June 22,2002 

Office of Special Nutritionals (HFS-450) 
Center for Food Safety and Applied Nutrition 
U. S. Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740-3835 

RE: Label Claims/Disclaimers 

Dear Sir/Madam: 

This letter is to notify you that PhytoPharmica at 825 Challenger Drive, Green Bay, Wisconsin 543 11 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. 

COMPANY 

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

PRODUCT 
NAME 

Mental Acuity 
FormulaTM* 

DIETARY 
INGREDIENTS 

Vitamin B6, Folic 
Acid, Vitamin B12, 
Alpha Lipoic Acid, 
Bacopa Aerial Part 
Extract, Ginkgo Leaf 
Extract 

STATEMENTS 

It features an exclusive 
combination of nutrients that 
have each been studied in 
human trials for their supportive 
effects on mild memory problems 
and mental acuity associated with 
aging.* Together, they offer 
immediate support for mild 
memory problems, as well as for 
long-term brain health and 
functioning.* 

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: w@lec 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: (n- 22- 02 

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

Michael P. Devereux 
Chief Financial Officer 
Mental Acuity 2p 

825 CHALLENGER DRIVE 
GREEN BAY, WI 5431 l-8328 
920-469-9099 
TOLL FREE 800-553-2370 
FAX 920-469-44 18 
FAX TOLL FREE 888-31 l-5657 
~WW.PHYTOPHARMICA.COM 



f PhytoPhartnica 
NATURAL MEDICINES% 

June 23,2002 

Office of Special Nutritionals (HFS-450) 
Center for Food Safety and Applied Nutrition 
U. S. Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740-3835 

FE: Label Claims/Disclaimers 

Dear Sir/Madam: 

This letter is to notify you that PhytoPharmica at 825 Challenger Drive, Green Bay, Wisconsin 543 11 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. 

COMPANY 

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

PRODUCT 
NAME 

Mental Acuity 
FormulaTM* . 

DIETARY 1 STATEMENTS 
INGREDIENTS 

Vitamin B6, Folic Acid, Alpha lipoic acid (ALA) (600 
Vitamin Bli, Alpha mb), a coenzyme‘ that ‘h‘as 
Lipoic Acid, Bacopa antioxidant activity and 
Aerial Part Extract, helps enhance biologic 
Ginkgo Leaf Extract energy production* 

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: 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: b- 23~ 02 

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

Sincerely, 

Chief Financial Officer 

Mental Acuity 3p 

825 CHALLENGER DRIVE 

GREEN BAY, WI 5431 l-8328 
920-469-9099 
TOLL FREE 800-553-2370 
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f PhvtoPharmica, 
m NATURAL MEDICINES,. 

June 24,2002 

Office of Special Nutritionals (HFS-450) 
Center for Food Safety and Applied Nutrition 
U. S. Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740-3835 

RE: Label Claims/Disclaimers 

Dear Sir/Madam: 

This letter is to notify you that PhytoPharmica at 825 Challenger Drive, Green Bay, Wisconsin 543 11 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. 

COMPANY PRODUCT DIETARY STATEMENTS 
NAME INGREDIENTS 

Phyto- Mental Acuity Vitamin B6, Folic Acid, ALA is capable of crossing 
Pharmica FormulaTM* Vitamin B12, Alpha the blood-brain barrier, and 
(a Division Lipoic Acid, Bacopa has been studied for its 
of Integrative Aerial Part Extract, support of memory, mental 
Therapeutics Ginkgo Leaf Extract focus and cognitive 

Inc.) 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. 

By: 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: (d - 7-4 - 02 

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

Sincerely, 

Michael P. Devereux - 
Chief Financial Officer 

Mental Acuity 4p 

825 CHALLENGER DRIVE 
GREEN BAY, WI 54311-8328 
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f PhytoPharmica. 
NATURAL MEDICINE% 

June 25,2002 

Office of Special Nutritionals (HFS-450) 
Center for Food Safety and Applied Nutrition 
U. S. Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740-3835 

RE: Label Claims/Disclaimers 

Dear Sir/Madam: 

This letter is to notify you that PhytoPharmica at 825 Challenger Drive, Green Bay, Wisconsin 543 11 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. 

(COMPANY PRODUCT 
NAME 

Mental Acuity 
FormulaTM* 

DIETARY 
INGREDIENTS 

Vitamin B6, Folic Acid, 
Vitamin 812, Alpha 
Lipoic Acid, Bacopa 
Aerial Part Extract, 
Ginkgo Leaf Extract 

STATEMENTS 

Bacopa monnieri (300 mg) 
supports memory and 
cognitive function, and has 
antioxidant properties.* 

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: ’ 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: LfJ-ZS-OL 

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

Sincerely, F w P&y 
Michael P. Devereux 
Chief Financial Officer 

Mental Acuity 5p 

825 CHALLENGER DRIVE 

GREEN BAY, WI 5431 l-8328 
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1 PhytoPharmica 
NATURAL MEDICINES: 

June 26,2002 

Office of Special Nutritionals (HFS-450) 
Center for Food Safety and Applied Nutrition 
U. S. Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740-3835 

RE: Label Claims/Disclaimers 

Dear Sir/Madam: 

This letter is to notify you that PhytoPharmica at 825 Challenger Drive, Green Bay, Wisconsin 543 11 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. 

COMPANY 

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

PRODUCT 
NAME 

Mental 
Acuity 
FormulaTM* 

DIETARY 
INGREDIENTS 

Vitamin B6, Folic Acid, 
Vitamin B12, Alpha 
Lipoic Acid, Bacopa 
Aerial Part Extract, 
Ginkgo Leaf Extract 

STATEMENTS 

In recent randomized, placebo- 
controlled, double blind study, 
bacopa was compared to a 
placebo in its support of healthy 
memory and cognitive function. 
The results demonstrated that 
the bacopa provided more 
support in helping study subjects 
remember new information than 
the group taking the placebo.* 

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: 

Title: Senior Vice President of Scientific Affairs 

Date:t-Z[(c-02. 

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

Sincerely, 

Michael P. Devereux 
Chief Financial Officer 
Mental Acuity 6p 

825 CHALLENGER DRIVE 
GREEN BAY, WI 543 1 l-8328 
920-469-9099 
TOLLFREE 800-553-2370 
FAX 920-469-4418 
FAX TOLL FREE 888-31 l-5657 
W.PHYTOPHARMICA.COM 



PhvtoPharmica, 
fl NATURAL MEDICINES, 

June 27,2002 

Office of Special Nutritionals (HFS-450) 
Center for Food Safety and Applied Nutrition 
U. S. Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740-3835 

RE: Label Claims/Disclaimers 

Dear Sir/Madam: 

This letter is to notify you that PhytoPharmica at 825 Challenger Drive, Green Bay, Wisconsin 543 11 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. 

/ 
PRODUCT 

NAME 
Mental Acuity 
FormulaTM* 

DIETARY 
INGREDIENTS 

Vitamin B6, Folic Acid, 
Vitamin 812, Alpha 
Lipoic Acid, Bacopa 
Aerial Part Extract, 
Ginkgo Leaf Extract 

STATEMENTS 

Gingko biloba (120 mg) has 
been well studied for its 
supportive effect on neurologic 
processes and cerebral 
health.* 

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. 

Title: Senior Vice President of Scientific Affairs 

Date: (0- 27-02 

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

Sincerely, 

Michael P. Devereux 
Chief Financial Officer 

Mental Acuity 7p 

825 CHALLENGER DRIVE 
GREEN BAY, WI 5431 l-8328 
920-469-9099 
TOLL FREE 800-553-2370 
FAX 920-469-4418 
FAX TOLL FREE 888-31 l-5657 
www. PH~TOPHARMICA.COM 



1 PhvtoPharmica. 
* NATURAL MEDICINESi 

June 28,2002 

Office of Special Nutritionals (HFS-450) 
Center for Food Safety and Applied Nutrition 
U. S. Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740-3835 

RE: Label Claims/Disclaimers 

Dear Sir/Madam: 

This letter is to notify you that PhytoPhannica at 825 Challenger Drive, Green Bay, Wisconsin 543 11 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. 

COMPANY 

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

PRODUCT 
NAME 

Mental Acuity 
FormulaTM* - 

DIETARY 
INGREDIENTS 

Vitamin B6, Folic Acid, 
Vitamin 812, Alpha 
Lipoic Acid, Bacopa 
Aerial Part Extract, 
Ginkgo Leaf Extract 

STATEMENTS 

Flavonoid and ginkoloid 
components are involved in 
free radical scavenging, 
support of microcirculation, 
and antioxidant activity, 
resulting in support of healthy 
cognitive 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. 

By: #ueLec 

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

Date: lo- 2ri3- 02 

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

Sincerely, P 

ktGw4-y 
Michael P. Devereux 
Chief Financial Officer 

Mental Acuity 8p 

825 CHALLENGER DRIVE 
GREEN BAY, WI 5431 l-8328 
920-469-9099 
TOLL FREE 800-553-2370 
FAX 920-469-4418 
FAX TOLL FREE 888-31 l-5657 
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f PhytoPhartnica 
NATURAL MEDICINES: 

June 29,2002 

Office of Special Nutritionals (HFS-450) 
Center for Food Safety and Applied Nutrition 
U. S. Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740-3835 

RE: Label Claims/Disclaimers 

Dear Sir/Madam: 

This letter is to notify you that PhytoPharmica at 825 Challenger Drive, Green Bay, Wisconsin 543 11 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. 

COMPANY 

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

PRODUCT 
NAME 

Mental Acuity 
FormulaTM* 

DIETARY 
INGREDIENTS 

Vitamin B6, Folic Acid, 
Vitamin 812, Alpha 
Lipoic Acid, Bacopa 
Aerial Part Extract, 
Ginkgo Leaf Extract 

STATEMENTS 

Vitamin B6 (15 mg) and B12 
(500 mcg) are water-soluble 
vitamins that help support 
healthy nerve cells and healthy 
homocysteine levels.* 

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: #-@leC 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: (o- 29 - 02 

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

Sincerely, 

Michael P. Devereux 
Chief Financial Officer 

Mental Acuity 9p 

825 CHALLENGER DRIVE 
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920-469-9099 
TOLL FREE 800-553-2370 
FAX 920-469-4418 
FAX TOLL FREE 888-3 11-5657 
WWW.PHMOPHAR~KA.COM 



1 PhvtoPharmica, 
* NATURAL MEDICINES,. 

June 30,2002 

Office of Special Nutritionals (HFS-450) 
Center for Food Safety and Applied Nutrition 
U. S. Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740-3835 

RE: Label Claims/Disclaimers 

Dear Sir/Madam: 

This letter is to notify you that PhytoPharmica at 825 Challenger Drive, Green Bay, Wisconsin 543 11 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. 

COMPANY 

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

PRODUCT 
NAME 

Mental Acuity 
FormulaTM* - 

DIETARY 
INGREDIENTS 

Vitamin B6, Folic Acid, 
Vitamin 812, Alpha 
Lipoic Acid, Bacopa 
Aerial Part Extract, 
Ginkgo Leaf Extract 

STATEMENTS 

In a study of healthy, elderly 
men aged 70 to 79, vitamin B6 
supplementation was found to 
provide support for long-term 
memory storage and recall.* 

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. 

Title: Senior Vice President of Scientific Affairs 

Date: Co - m-02 

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

Sincerely. 

Michael P. Devereux 
Chief Financial Officer 

Mental Acuity lop 

825 CHALLENGER DRIVE 
GREEN BAY, WI 5431 l-8328 
920-469-9099 
TOLL FREE 800-553-2370 
Fnx 920-469-4418 
FAX TOLL FREE 888-31 l-5657 
wv.w.P~vr~P~n~~cn.c~~ 



PhytoPharmica 
NATURAL MEDICINES: 

July 1,2002 

Office of Special Nutritionals (HFS-450) 
Center for Food Safety and Applied Nutrition 
U. S. Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740-3835 

RE: Label Claims/Disclaimers 

Dear Sir/Madam: 

This letter is to notify you that PhytoPharmica at 825 Challenger Drive, Green Bay, Wisconsin 543 11 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. 

COMPANY PRODUCT DIETARY 
NAME INGREDIENTS 

Phyto- Mental Acuity Vitamin B6, Folic Acid, 

STATEMENTS 

Folic Acid (800 mcg) is 
another water-soluble B 
vitamin long recognized as a 
vital nutrient for support of 
healthy brain and spinal cord 
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. 

ByI peleC 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: 7-O\-02 

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

Michael P. Devereux 
Chief Financial Officer 

Mental Acuity 1 I p 

825 CHALLENGER DRIVE 
GREEN BAY, WI 5431 l-8328 
920-469-9099 
TOLL FREE 800-553-2370 
FAX 920-469-4418 
FAX TOLL FREE 888-3 1 l-5657 
WWW.PHYTOPHARMICA.COM 



8 PhytoPharmica 
NATURAL MEDICINES: 

July 2, 2002 

Office of Special Nutritionals (HFS-450) 
Center for Food Safety and Applied Nutrition 
U. S. Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740-3835 

RE: Label Claims/Disclaimers 

Dear Sir/Madam: 

This letter is to notify you that PhytoPharmica at 825 Challenger Drive, Green Bay, Wisconsin 543 11 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. 

COMPANY 

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

PRODUCT DIETARY 
NAME INGREDIENTS 

Mental Acuity Vitamin B6, Folic Acid, 

STATEMENTS 

Research has demonstrated 
that folic acid is also 
supportive of healthy 
homocysteine levels.* 

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 C. Doster 
Title: Senior Vice President of Scientific Affairs 

Date: 7-2-02 

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

Sincerely, 

‘Michael P. Devereux 
Chief Financial Officer 

Mental Acuity 12p 

825 CHALLENGER DRIVE 
GREEN BAY, WI 5431 l-8328 
920-469-9099 
TOLL FREE 800-553-2370 
FAX 920-469-4418 
FAX TOLL FREE 888-31 l-5657 
VAVW.PHMOPHARMI~A.COM 


