
May 12,2003 

Mr. Robert Moore 
Officelof Nutritional Products, Labeling & 
Dietar$ Supplements, HPS 811 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RB: Label Claims/Disclaimers 

Dear &lr. Moore: 

This l&ter is to notify you that PhytoPharmica, (a Division of Integrative Therapeutics, Inc.) 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. These 
claim&u-e not necessarily for a product we currently market or plan to market in the immediate future, 
and may be exploratory in nature. 

Ph$nica 
.(a Dipision 
of Integrative 
Ther&%tics 

aurantium)fruit Extract, 
Cola (Cola nitida) Nut 
Extract, Green Tea 
(Camellia sinensis) Leaf 
Extract 

AccelerationTM is an 
energizing, natural herbal 
dietary supplement with 
thermogenic (calorie 
burning) properties.* 

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 
rnislea&ng. 

By: 
j Robert C. Doster 

Title: Senior Vice President of Scientific Affairs I 

Date: I J /a 0.3 

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

Sincercl y, 

Chief Pinancial Officer 
Accelerat/on 3p 

825 CHALLENGER DRIVE 
GREEN BAY, WI 54311-8328 
920-469-9099 
TOLLPREE 800-553-2370 
FAX 920-469-4418 
FAXTOLLFREE 888-311-5657 
WWW.PHYTOblARMlCA.COM 
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PhvtoPharmica. 

May l&ZOO3 

Mr. Robert Moore 
Oflice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 811 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

R.E / Label Claims/Disclaimers 

Dear &II-. Moore: 

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

Ph$mica 
(a Division 
of Imegrative 
Thefpeutics 
T..., 

aurantium)Fr;it Extract, green tea leaf extract in this 
Cola (Cola nitida) Nut formula support overall 
Extract, Green Tea health, physical stamina, 
(Camellia sinensis) Leaf and boostenergy levels.* 
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 
misledding. 

Title: / Senior Vice President of Scientific Affairs 

Date: ! 3 /3 0..3 

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

Sincerely, 

.Michaiel P. Devereux 
Chief pinancial Officer 
Accekr+icn~ 4p 

825 CHAUENGER 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 
www. PHYTOPHARMIGYCOM 



, 

Phyto~harmica 
NAT RAL MEDICINES: 

May 14,2003 

Mr. ldobert Moore 
Office of Nutritional Products, Labeling & 
Dietaty Supplements, HPS 8 11 
Food hnd Drug Administration 
5 100 Paint Branch Parkway 
Collebe Park, MD 20740 

RB: Label Claims/Disclaimers 

Dear Mr. Moore: 

This $$ter is to notify you that PhytoPharmica, (a Division of Integrative Therapeutics, Inc.) at 825 
Challenger Drive, Green Bay, Wisconsin 543 11 is a distributor and has included statements provided for 
by se&ion 403(r)(6) of the Food, Drug, and Cosmetic Act on the labels of the following product. These 
clairr$ are not necessarily for a product we currently market or plan to market in the immediate future, 
and may be exploratory in nature. 

a {Cola nitida) Nut 

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. 

Title:! Senior Vice President of Scientific Affairs 

Date:. s / Lj /03 

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

Sincerely, P 

wp.&+9 
Michael P. Devereux 
Chief Financial Officer 
Accele+ation Sp 

825 CHALLENGER DRIVE 

GREEN BAY, WI 54311-8328 
920-469-9099 
TOLJ. FREE 800-553-2370 
Fax 920-469-44 18 
FAX TOLL FREE 888-3 11-5657 
www. PHMOPHARMICA.COM 



Phyto~hmnica 
NATURAL MEDICINkS: 

i 

May is, 2003 

Mr. Edobert Moore 
Office of Nutritional Products, Labeling & 
Diet& Supplements, HFS 811 
Food bnd Drug Administration 
5 100 paint Branch Parkway 
Colle&e Park, MD 20740 

RE: i Label Claims/Disclaimers 

Dear ?Jr. Moore: 

This k%ter is to notify you that PhytoPharmica, (a Division of Integrative Therapeutics, Inc.) at 825 
Challbnger Drive, Green Bay, Wisconsin 543 11 is a distributor and has included statements provided for 
by se&ion 403(r)(6) of the Food, Drug, and Cosmetic Act on the labels of the following product. These 
claimb are not necessarily for a product we currently market or plan to market in the immediate future, 
and r&y be exploratory in nature. 

Bitter Orange (Citrus x 
aurantium) Fruit Extract, 
Cola (Cola nitida) Nut 
Extract, Green Tea 
(Camellia sinensis) Leaf 
Extract 

The ingredients in 
AcceleratJonTM work 
synergist&aHy to boost 
energy levels, increase 
physical stamina, and 
promote weight loss.* 

I certify that the information contained in this notice is complete and accurate qd that PhytoPharmica, (a 
Division of Integrative Therapeutics, Inc.) has substantiation that the statements are truthful and not 
mislekding. 

By: ~ w@&4 
: Robert C. Doster 

Title:: Senior Vice President of Scientific Affairs 

Date: / c.5 hsh3 

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

Sincerely, 

Chied Financial Officer 
Acceieqhon 6p 

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.PHMOPHARMICA.COM 



Phyto~harmica 
NAT RAL MEDICINd 

May lj6,2003 

Mr. Robert Moore 
Off& of Nutritional Products, Labeling & 
Dieta$ Supplements, HPS 8 I 1 
Food and Drug Administration 
5 100 Paint Branch Parkway 
Collegje Park MD 20740 

RE: I Label Claims/Disclaimers 

Dear I+fr. 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 secion 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. 

Pharmica 
(a Division 
of Irjtegrative 
Thempeutics 
Inc.)/ 

L 

Bitter Orange {Citrus x 
aurantium) Fruit Extract, 
Cola (Cola nitida) Nut 
Extract, Green Tea 
(Camellia sinensis) Leaf 
Extract 

Bier orange extract 
contains anatural alkaloid, 
synephrine,. that is related 
to the ephedrine alkaloids. 
Similar in structure to 
ephedrine., synephrine may 
suppress appetite and 
increase metabolic rate 
without serious negative 
side effects.* 

I certify that the information contained in this notice is complete and accurate and that PhytoPharmica, (a 
Divisi$n of Integrative Therapeutics, Inc.) has substantiation that the statements are truthful and not 
misleading. 

By. ~ #@ki . 
: Robert C. Doster 

Title: i Senior Vice President of Scientific Affairs 

Date: i wh? lo3 

Accele&ion 7p 

825 CHALLENGER DRIVE 

GRSEN BAY, WI 54311-8328 
920-469-9099 
TOU FREE 800-553-2370 
FAX 920-469-4418 
FAX TOLL FREE 888-31 l-5657 
WWN.PHYTOPHARhKA.COM 



I. 

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

Sincejly, 

Chief hmncial Officer 

AccelerWion 7p 
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Phytopharm ica 
NA URAL MEDICINES: 

May 17,2003 

M r. l$obert Moore 
Office of Nutritional P roducts, Labeling &  
Dietary Supplements, HFS 811 
Food end Drug Administration 
5 100 Paint B ranch Parkway 
College Park, M D  20740 

RE: Label Claims/Disclaimers 

Dear M r. Moore: 

This letter is to notify you that PhytoPharmica, (a Division of Integrative Therapeutics, Inc.) at 825 
Challenger Drive, Green Bay, W isconsin 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. 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- AccelerationTM Bitter Orange (Citrus x In clinical ‘studies, bitter 
Phakmica 
(a D&ion 

aurantium ) Fruit Extract, orange extract has been 
Cola (Cola nitida) Nut found to increase resting 

of Integrative Extract, Green Tea metabolic rates, which can 
Therapeutics (Camellia sinensis) Leaf lead to promotion of weight 

IIlC.j 
Extract loss.* 

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 
m isleading. I 

By: I #uw4 
j Robert C. Doster 

Title: I Senior Vice President of Scientific Affairs 

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

Sincerely, 

Chief:Financial Officer - 
Acceterhion 8p 

825 CHALLENGER DRIVE 
GREEN BAY, WI 5431 l-8328 
920-469-9099 
TOLLFREE 800-553-2370 
Fax. 920-469-4418 
FAXTOLLFREE 888-31 l-5657 
WWW.PHYTOPHAR~KA.COM 



May I8,2003 

Mr. Robert Moore 
Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 11 
Food hnd Drug Administration 
5 100 Paint Branch Parkway 
Collede Park, MD 20740 

RE: I Label Claims/Disclaimers 

Dear Ij/lr. Moore: 

This letter is to notify you that PhytoPharmica, (a Division of Integrative Therapeutics, Inc.) 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. These 
claims are not necessarily for a product we currently market or plan to market in the immediate future, 
and +y be exploratory in nature. 

Pharmica 
(a Djvision 
of Injjegrative 
Thempeutics 
Inc.) 

Bitter Orange (Citrus x 
aurantium) Fruit Extract, 
Cola (Cola nitida) Nut 
Extract, Green Tea 
(Camellia sinensis) Leaf 
Extract 

In an eight week study, the 
effect of bitter orange 
extract was ,measured. The 
authors concluded that 
bitter orange extract 
induced a significant 
increase in resting 
metabolic rate, as well as 
increasing metabolic rate 
after ingestion of a meal.* 

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 
misle4ding. 

By ~ +!kLmki - / 
I Robert C. Doster 

Title: I Senior Vice President of Scientific Affairs 

Date: / s/i k 03 

Accelerkion 9p 

825 CHALLENGER DRIVE 
GUI$EN BAY, WI 5431 l-8328 
920-469-9099 
TOLlfREE 800-553-2370 
FAX 920-469-4418 
FAXTOLLFREE 888-31 l-5657 
www.?wr0P~A~1c~.c0~ 



If yoq have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(92O)j406-3608 . 
&~r&L-f 
Chief j Financial Officer 

Acceleration 9p 
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PhytoPharmica 
NATWRAL MEDICINES: 

May 19,2003 

M r. Rotm-t Moore 
Officelof Nutritional P roducts, Labeling &  
Die 

7 
Supplements, HFS 8 11 

Food nd Drug Administration 
5 100 Paint B ranch Parkway 
Coll& Park, M D  20740 

RI% Label Claims/Disclaimers 

Dear &lr. Moore: 

This letter is to notify you that PhytoPharmica, (a Division of Integrative Therapeutics, Inc.) at 825 
Challeuger Drive. Green Bav, W isconsin 54311 is a distributor and has included statements provided for 
by secti& 403(r)(6) of the Food, Drug, and Cosmetic Act on the labels of the following product. These 
claimqare not necessarily for a product we currently market or plan to market id the immediate future, 

Pharmica 
(a Division 
of Integrative 
Therqpeutics 
Inc.) ’ 

AccelerationTM Bitter Orange 
(Citrus x aurantium ) 
Fruit Extract, Cola 
(Cola nitida) Nut 
Extract, Green Tea 
(Camellia sinensis) 
Leaf Extract 

the effect of bitter orange extract 
on body composition and 
metabolic rates. In this 
random ized, double-blind, 
placebo-controlled study, 
participants received either a 
combination of bitter orange 
extract and caffeine, or placebo. 
Compared to subjects in the 
placebo and control groups, 
subjects in the treatment group 
experienced a 3.1 lb loss of body 
weight, correspqding to a 
significant reduotion in body 
mass index (BMI). This study 
concluded that the combination of 
bitter orange extract and caffeine 
is safe and effective when 
combined with caloric restriction 
and exercise for promoting 
weight loss in healthy overweight 
adults.* 

825 CHALLENGER DRIVE 
GREEN BAY, WI 543 11-8328 
920-469-9099 
TOLL FREE 800-553-2370 

I FAX 920-469-4418 
FAX TOLL FREE 888-3 II-5657 

Accekra$on 1Op WWW.PHYTOPHARhKA.COM 



I certip that the information contained in this notice is complete and accurate apd that PhytoPharmica, (a 
Divisqon of Iutegrative Therapeutics, Inc.) has substantiation that the statements are truthful and not 
mislegding. 

By. ; #m&4 
. 

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

Date: j s / 14 103 

If you\ have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) +m6-3608 

Since&y, 
Ir 

/!iidi& ILerGb+ 
Chief pinancial Officer 


