
May 27,2003 

Mr. I$bert Moore 
Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 11 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: I 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 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- 
Pharmica 
(a 9vision 
of Integrative 
Therapeutics 
Inc.) 

End FatiguefM 
Revitalizing 
Sleep Formula 

Valerian Root Extract, 
Passionflower Leaf and 
Flower Extract, l- 
Theanine, Hops Flower 
Extract, Wild Lettuce 
Leaf Extract, Jamaica 
Dogwood Root Extract, 
Wild Lettuce Leaf 

Valerian ‘Root Extract: 
A placebocontrolfed, 
crossover trial of 128 
volunteers reported that 
valerian extract taken at 
bedtime led to improved 
sleep quality, decreased 
sleep latency, and reduced 
the number of night 
awakenings.* Two other 
clinical studies using 
valerian before bedtime 
also demonstrated 
improved sleep quality.* 

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 aretruthful and not 
misleading. 

Title: : Senior Vice President of Scientific Affairs 

Date: i s’ /a 7 /a 
825 CHALLENGER DRIVE 

1 E -1 
GREEN BAY, WI 543 1 l-8328 
920-469-9099 
TOLL FREE 800-553-2370 
FAX 920-469-4418 

-End Fatigue Revitalizing Sleep Formula 24~ 
FAX TOLL FREE 888-311-5657 
WW+v’.PHYTOf+W.RMICA.COM 



If you $ave any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) !06-3608 

Sincerdlv, 

Michael P. Devereux 
Chief lbancial Officer 

End Fatigue Revitalizing Sleep Formula 24p 



PhytoPharmica 
NATURAL MEDICINES: 

May 11,2003 

Mr. Robert Moore 
Office jof Nutritional Products, Labeling & 
Dietary Supplements, HPS 811 
Food and Drug Administration 
5 100 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 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. 

Phvtb- 
Ph$nica 
(a Division 
of Integrative 
TherFpeutics 
Inc.) 

Flower Extract, L- 
Theanine, Hops Flower 
Extract, Wild Lettuce 
Leaf Extract, Jamaica 

Valerian Root Extract: 
In a double-blind, cross- 
over, pla~ebocontrolled 
trial, subjective sleep 
latency and wake time 
after sleep-onset were 
reduced.* 

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 
mislea@ng. 

Title: : Senior Vice President of Scientific Affairs 

Date: S//l /OS 

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

Sincerely, 

Chief Financial Officer 
End Fatigue Revitalizing Sleep Formula 25~ 

~~~~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 11-5657 
WWVV.PHMOPHARMICA.COM 



May 12,2003 

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

REQ I 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 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. 

Ph&!nica Revitalizing Passionflower Leaf and 
(a Dilision Sleep Formula Flower Extract, L- 
of Integrative Theanine, Hops Flower 
Therapeutics Extract, Wild Lettuce 
Inc.) Leaf Extract, Jamaica 

Dogwood Root Extract, 
Wild Lettuce Leaf 

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

One 
electroencephalographical 
(EEG) study reported that 
valerian, taken three times 
daily, improved deep sleep 
(stages 3 and 4) and 
decreased stage 1 sleep.* 

I 

Title: Senior Vice President of Scientific Affairs 

Date: ( hb- /03 

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

siDp*b+ 

Michabl P. Devereux 
Chief wial Officer 
End Fatigue Revitalizing Sleep Formula 26~ 

825 CHALLENGER DRIVE 
GREEN BAY, WI 5431 l-8328 
920-4.69-9099 
TOLL FREE 800-553-2370 
FAX 920-469-44 18 
FAX TOLL FREE 888-31 l-5657 
~~~.PHMOPHARMICA.COM 



PhytoPharmica 
NATl.jRAL MEDICINES: 

May K&2003 

Mr. Rqbert Moore 
Office ;Of Nutritional Products, Labeling & 
Dieta@ Supplements, HFS 811 
Food +d Drug Administration 
5 100 Raint Branch Parkway 
Collegi: Park, MD 20740 

R.E Label Claims/Disclaimers 

Dear Mr. Moore: 

This letter is to notify you that PhytoPharmica, (a Division of Integrative Therapeutics, Inc.), at 825 
Challebger Drive, Green Bay, Wisconsin 543 11 is a distributor and has included statements provided for 
by se&Jon 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 ia the immediate future, 
and m$y be exploratory in nature. 

khkinica 
(a Diyision 
of Integrative 
Therbpeutics 
Inc.) I 

Revitalizing 
Sleep Formula 

Passionflower Leaf and 
Flower Extract, L- 
Theanine, Hops Flower 
Extract, Wild Lettuce 
Leaf Extract, Jamaica 

~ Dogwood Root Extract, 
; Wild Lettuce Leaf 

Recently, two human trials 
also demonstrated that 
valerian extract was 
effective in improvement of 
sleep structure and 
perception in subjects.* 

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. 

Title: : Senior Vice President of Scientific Affairs 

Date: &/13 103 

If you ihave any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) $06-3608 

Sincerely, 

Chief binancial Officer 
End Fat&w Revitalizing Sleep Formula 27~ 

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 888-3 II-5657 
WWW.PHYTOPHAWKA.COM 



May 14,2003 

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

REZ 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 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- 
Ph&$ca 
(a Diyision 
of Int&rative 
Therapeutics 
Inc.) : 

Revitalizing 
Sleep Formula 

with valerian extracts 
suggest that the mild 
sleep-inducing effect of 
valerian decreases steep 
latency and improves 
sleep quality.* 

Passionflower Leaf and 
Flower Extract, L- 
Theanine, Hops Flower 
Extract, Wild Lettuce 
Leaf Extract, Jamaica 
Dogwood Root Extract, 
Wild Lettuce Leaf 

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 

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

Sincerely, 

Michael P. Devereux \ 
Chief Pinancial Officer 
End Fatibue Revitalizing Sleep Formula 28p 

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 
wwwi PHMOPHARMUA.COM 



PhytoPharmica 
NATU/RAL MEDICINES: 

May 15,2003 

Mr. Robert Moore 
Office lof Nutritional Products, Labeling & 
Dietary Supplements, I-IFS 811 
Food and Drug Administration 
5 100 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 
claim&e not necessarily for a product we currently market or plan to market in the immediate future, 
and may be exploratory in nature. 

Phyt& 
Ph&&ca 
(a Division 
of Integrative 
Therapeutics 
Inc.) 1 

Revitalizing 
Sleep Formula 

Passionflower Leaf and 
Flower Extract, L- 
Theanine, Hops Flower 
Extract, Wild Lettuce 
Leaf Extract, Jamaica 
Dogwood Root Extract, 
Wild Lettuce Leaf 

A recent double-blind 
randomized controlled trial 
of 36 volcinteers reported 
that passionflower extract 
is effectiy in calming 
restlessness.* 

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 
misleafling. 

Title: Senior Vice President of Scientific Affairs 

Date: <$I /d Ii-3 

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

Sincerely, 

Michabl P. Devereux I 
Chief Financial Officer 
End Fatibe Revitalizing Skep Formula 29p 

825 CHALLENGER DRIVE 
GREEN BAY, WI 54311-8328 
920-469-9099 
TOLL FREE 800-553-2370 
FAX 920-469-4418 
FAX TOLL FREE 888-311-5657 
wvw. PHYTOPHARMKXCOM 



PhytoPharmica 
NAT&AL MEDICINES: 

May 16; 2003 

Mr. Robert Moore 
Office of Nutritional Products, Labeling & 
Dietary /Supplements, HFS 8 11 
Food and Drug Administration 
5 100 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 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. 

Revitalizkg 
Sleep Formula 

Pharnka 
(a Division 
of Integrative 
Therapeutics 
Inc.) : 

Passionflower Leaf and 
Flower Extract, L- 
Theanine, Hops Flower 
Extract, Wild Lettuce 
Leaf Extract, Jamaica 
Dogwood Root Extract, 
Wild Lettuce Leaf 

green tea <hat provides 
health benefits is I- 
theanine.*’ 

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: 

Title: 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 

aevtu; IL+ . 
Chief Financial Officer 
End Fat&@ Revitalizing Sleep Formula 3Op 

825 CHALLENGER DRIVE 
GREPN BAY, WI 5431 l-8328 
920~469-9099 
TOLL TREE 800-553-2370 
FAX 920-469-44 18 
FAX TOLL FREE 888-3 11-5657 
~~~.PHYTOPHAR&+ICA.COM 



PhybPharmica 
NAT&AL MEDICINES: 

May 17; 2003 

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

RB: 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 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. 

of Integrative 
The*eutics 
Inc.) : 

Valerian Root Extract, 
Passionflower Leaf and 
Flower Extract, L- 
Theanine, Hops Flower 
Extract, Wild Lettuce 
Leaf Extract, Jamaica 
Dogwood Root Extract, 
Wild Lettuce Leaf 

In clinical trials, L-theanine 
causes significant 
increases ‘of certain 
neurotransmitter 
concentrations in brain, 
such as serotonin and 
dopamine; which promotes 
muscle relaxation and 
improves sleep.* 

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

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

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 4n6-3608 

Sin& p . b+ 825 CHALLENGER DRIVE 
GREEN BAY, WI 5431 l-8328 
920-469-9099 

Michael P. Devereux TOLL FREE 800-553-2370 

Chief Pinancial Officer 
End Fatigue Revitalizing Sleep Formula 31~ 

FAX 920-469-4418 
FAX TOLL FREE 888-31 l-5657 
WWW.PHY~OPHARMI~A.COM 



phfl&harmica 
NAT&AL MEDICINES: 

May l&2003 

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

RE: Label Claims/Disclaimers 

Dear h@ 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 may be exploratory in nature. 

Phytd- 
Pharhica 
(a Diyision 
of Intjqrative 
Therdpeutics 
Inc.) I 

End FatiguefM 
Revitalizing 
Sleep Forrkla 

Valerian Root Extract, 
Passionflower Leaf and 
Flower Extract, L- 
Theanine, Hops Flower 
Extract, Wild Lettuce 
Leaf Extract, Jamaica 
Dogwood Root Extract, 
Wiid Lettuce Leaf 

In a recerit study, the brain 
activity of 50 volunteers 
was measured after the 
oral administration of 50- 
200 mg of L-theanine. L- 
theanine promotes the 
generation of alpha-brain 
waves, cansidered to be 
an index of relaxation, in 
the volunleers.* This study 
concluded that L-theanine 
promotes, relaxation in 
humans by increasing 
alpha brain waves.* 

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

By: +?Jmu 
I Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

End Fatigue Revitalizing Sleep Formula 32p 

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 
VVVVW, PHYTOPHARMKA.COM 



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

Michael P. Devereux 
Chief F’jnancial Officer 

End Fatigue Revitalizing Sleep Formula 32p 



PhytoPharmica 
NATLjRAL MEDICINES: 

May 1$,2003 

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

RB: I Label Claims/Disclaimers 

Dear F 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 may be exploratory in nature. 

Phytq- 
Phar$ica 
(a Division 
of Intpgrative 
Therqpeutics 
Inc.) : 

Revitalizing 
Sleep Formula 

Passionflower Leaf and 
Flower Extract, L- 
Theanine, Hops Flower 
Extract, Wild Lettuce 
Leaf Extract, Jamaica 
Dogwood Root Extract, 
Wild Lettuce Leaf 

lupulus) e&&t has been 
studied for its ability to 
calm restlessness and can 
be used t6 support restful 
sleep.* 

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 statement$ are truthful and not 

Title: iSenior Vice President of Scientific Affairs 

Date: 1 S//do3 

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

Michael P. Devereux 
Chief Pinancial Officer 
End Fatigue Revitalizing Sleep Formula 33p 

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 11-5657 
~~~.PHMOPHAR~KACOM 



Phytc@hasrmica 
NATljRAL MEDICINES: 

May 20,2003 

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

RI3 Label Claims/Disclaimers 

Dear h#r. 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 se&on 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 n&y be exploratory in nature. 

Ph&r$ca Revitalizing 
(a Dikision Sleep Formula 
of Inqegrative 
Thedpeutics 
Inc.) ; 

I certify that the information contain zd 1 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. 

Passionflower Leaf and 
Flower Extract, L- 
Theanine, Hops Flower 
Extract, Wild Lettuce 
Leaf Extract, Jamaica 
Dogwood Root Extract, 
Wild Lettuce Leaf 

centuriesfor 
gastrointestinal health 
support, and have more 
recently been used to 
support l-kalthy sleep.* 

Title: /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 

si&ps~+ 825 CHALLENGER DRIVE 
GREEN BAY, M 5431 l-8328 
920-469-9099 

Michakl P. Devereux TOLL FREE 800-553-2370 

Chief Pinancial Officer 
FAX 920-469-4418 
FAX TOLL FREE 888-3 11-5657 

End Fat&e Revitalizing Sleep Formula 34p bWfW.PHMOPHARMICA.COM 



May 21,2003 

Mr. Robert Moore 
Office jof Nutritional Products, Labeling & 
Dietary Supplements, HE% 811 
Food and Drug Administration 
5 100 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 
Challehger Drive, Green Bay, Wisconsin 543 11 is a distributor and has included, statements provided for 
by se&on 403(r)(6) of the Food, Drug, and Cosmetic Act on the labels of the following product. These 
claims be not necessarily for a product we currently market or plan to market in the immediate future, 
and may be exploratory in nature. 

Pharhica 
(a Division 
of Integrative 
Therapeutics 
Inc.) 

Revitalizing 
Sleep Formula 

Passionflower Leaf and 
Flower Extract, L- 
Theanine, Hops Flower 
Extract, Wild Lettuce 
Leaf Extract, Jamaica 
Dogwood Root Extract, 
Wild Lettuce Leaf 

virosa) extra& and powder 
have been used in 
traditional, medicine for its 
caimative :effect.* 

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: / +!hL4v!&4 
Robert C. Doster 

Title: senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 4(X5-3608 

Michael P. Devereux 
\ 

Chief Fbancial Officer 
End Fatigge Revitalizing Sieep Formula 35~ 

825 CHALLENGER DRIVE 
GREEN BAY, WI 5431 l-8328 
920-469-9099 
TQU FREE 800-553-2370 
FAX +20-469-4418 
FAX T0Ll FREE 888-3 11-5657 
www. PHYT~PHARMKA.COM 



harmica. 
* NATURAL MEDICINESma 

May 21,2003 

Mr. Robert Moore 
Office/ of Nutritional Products, Labeling & 
Diet* Supplements, HFS 8 11 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE Label Claims/Disclaimers 

Dear &Q-. Moore: 

This letter is to notify you that PhytoPharmica, (a Division of Integrative Therapeutics, Inc.), at 825 
Challhger 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 
claimsi are not necessarily for a product we currently market or plan to market in the immediate future, 
and may be exploratory in nature. 

Phytb- 
Phaqmica 
(a Division 
of Inbegrative 
Therapeutics 
I&.>: 

Revitalizing Passionflower Leaf and 
Sleep Formula Flower Extract, L- 

Theanine, Hops flower 
Extract, Wild Lettuce 
Leaf Extract, Jamaica 
Dogwood Root Extract, 
Wild Lettuce Leaf 

restful sleep by promoting 
a relaxed feeling.* 

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: #w&L 
I Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

If youhave any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) $06-3608 

sap-b+ 

Michael P. Devereux 
Chief Financial Officer 
End Fatjgue Revitalizing Sleep Formula 36~ 

825 CHALLENGER DRIVE 
GREEN BAY, WI 5431 l-8328 
92b-469-9099 
TOU FREE 800-553-2370 
FAX 920-469-44 18 
FAX TOLL FREE 888-31 l-5657 
www. PHMOPHARMICA.COM 



Phytcdharmica 
NAdRAL MEDICINES: 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 11 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 L- BY: ----b ---.A 
RE: ~ Label Claims/Disclaimers 

Dear I&. Moore: 

May 23,2003 

Mr. Robert 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 may be exploratory in nature. 

Pharmica 
(a Diiision 
of Int&gative 
Themkeutics 
Inc.) : 

Revitalizing 
Sleep Formula 

Passionflower Leaf and 
Flower Extract, L- 
Theanine, Hops Flower 
Extract, Wild Lettuce 
Leaf Extract, Jamaica 
Dogwood Root Extract, 
Wild Lettuce Leaf 

(Piscidia piscipula) root 
extract contains 
isoftavonoids and tannins 
that help promote restful 
sleep.* This herb helps 
individual fall asleep, and 
promotes musculoskeletal 
relaxation;* 

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 Iare truthful and not 
misleading. 

jued4 By: I , 
;Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of,Scientific Affairs at 
(920) 4(X5-3608 . 
@D~re;bJq 825 CHALLENGER DRIVE 

GREEN BAY, WI 5431 l-8328 
920-469-9099 
TOU FREE 800-553-2370 

Chief Pjnancial Officer 
End Fatig+e Revitalizing Sleep Formula 37~ 

FAX 920-469-4418 
FAX TOLL. FREE 888-31 l-5657 
vww. PHMOPHARMICA~OM 



ph#&harmica 
NATljRAL MEDICINES: 

May 24,2003 

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

RF: I Label Claims/Disclaimers 

Dear I#-. Moore: 

This le$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 
claims are not necessarily for a product we currently market or plan to market in the immediate future, 
and may be exploratory in nature. 

Phyt@- 
Pharh-iica 
(a Division 
of Integrative 
Therhpeutics 
Inc.) / 

End FatigueTM 
Revitalizing 
Sleep Formula 

Valerian Root Extract, 
Passionflower Leaf and 
Flower Extract, L- 
Theanine, Hops Flower 
Extract, Wild Lettuce 
Leaf Extract, Jamaica 
Dogwood Root Extract, 
Wild Lettuce Leaf 

Jamaica Dogwood Root 
Extract: This botanical 
ingredient has also been 
found to tiesolve nervous 
irritability, thus promoting 
quality sleep.* 

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 
misleafling. 

Byzs 
Title: ~ 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, 

Michael P. Devereux 
Chief Financial Officer 
End Fa&ue Revitalizing Sleep Formula 38p 

825 CHALLENGER DRIVE 
GREEN BAY, WI 543 1 l-8328 
920-469-9099 
TOLL FREE 800-553-2370 
FAX 920-469-4418 
FAX TOLL FREE 888-3 11-5657 
WAW.PH~OPHARMKA.COM 



May 25,2003 

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

RE: Label Claims/Disclaimers , 

Dear 4. 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 fotiowing 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. 

Phkrhica 
(a D&ion 

Revitalizkg 
Sleep Formula 

of Intkgrative 
Thempeutics 
Inc.) 

Valerian Root Extract, 1 Even tholigh the older 
Passionflower Leaf a& 
Flower Extract, L- 
Theanine, Hops Flower 
Extract, Wild Lettuce 
Leaf Extract, Jamaica 
Dogwood Root Extract, 
Wild Lettuce Leaf 

adults neqa less sleep, 
almost one-half of people 
over 60 experience some 
degree of ,occasional sleep 
diff icultie&* 

I certi@ 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: I #fte&4 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: ! Sibs/O.3 

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

Michael P. Devereux 
Chief Pinancial Officer 

825 CHALLENGER DRIVE 

GREEN BAY, WI 5431 l-8328 
920~469-9099 
TOU FREE 800-553-2370 
FM 920-469-4418 
FAX TDLL FREE 888-3 1 l-5657 

End Fatig$e Revitalizing Sleep Formula 39p W.PHMOPHARMKA.COM 


