
November 2 1,2002 

Office of Special Nutritionals (HPS-450) 
Center for Food Safety and Applied Nutrition 
U. S. Food and Drug Administration 
5 100 Paint Branch ‘Parkway 
College Park, MD 20740-383s 

RE: Label ClaimsiDisclaimers 

Dear Sir/Madam: 

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. 

(A bivisjon of 
integrative 
Therapeutics, 

Th/stle@ X 

Inc.). 

Milk Thistle Fruit 
Extract, Dandelion Root 
Extract, Artichoke 
Flower Head Extract, 
Licorice Root and 
Rhizome Extract 

absorption - research 
indicates Phytosomes may 
be absorbed 3 to 7 times 
more effectively than non- 
Phytosome products.* 

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: -psaelec 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: /f-2/-0 2 

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

,, --- ._ / .._ 

Sincerely, P w p J-y%, 01s 
Michael P. Devereux “” ’ 
Chief Financial Officer 
Super Milk Thistle X 3p 

f%7&7 
825 CHALLENGER DRIVE 
GREEN BAY, WI 5431 l-8328 
920-469-9099 
TOCLYREE‘~~)~-553-2370 
Fnx 920-469-4418 
FAX TOLL FREE 888-3 11-5657 
www. PHMOPHARMKA.COM 



NATURAL I\;1EDIW4ES:’ 

November 25,2002 

Office of Special Nutritionals (HFS-4SO) -^ ‘~ .’ ” . ’ ’ ^ 
Center for Food Safety and Applied Nutrition ,. 
U. S. Food and Drug Administration ( 

, .._ _. .., ,. 
5 100 Paint Branch Parkway i, -’ or., ‘. I., . 
College Park, MD 20740-3835’ ” 

,- - *, !. ,. -- c,’ p i ’ ,’ , 9 r :: ‘: . . : i :j:;.? -i 
RE: Label Claims/Disclaimers . . ._I 

Dear Sir/Madam: ,. 

This letter is to notify you that PhytoPharmica (A Division of I&g<&& Th&a$&$ ‘in&)& @S 
Challenger Drive, Green Bay, %%&k$i 543 11 is -a ‘d&&t& and has irkluded statements provided for ./_, ,‘ ,-. by section 403(r)(6) of the Food, Drug, and Cosi@tic:Act on the labels ‘of-the foll&&g product. .Thae 
claims,are not necessarily for a product we currently market or’plan tomarket in the immediate future, 
and may be exploratory in nature. 

(A Division of 
integrative 
Therapeutics, 
Inc.). 

Thistle@ X Extract, Dandelion Root 
Extract, Artichoke 
Flower Head Extract, 
Licorice Root and 
Rhizome Extract 

is combined with 
phosphatidylcholine, the 
result is a new Phytosome 
molecule, which is more 
rapidly and more efficiently 
absorbed.* 

I 

I certify that the information contained in this notice is complete and accurate and that PhytoPharmica {A 
Division of Integrative Therapeutics, Inc.)h& substanti&on that’the’stat~ments a&truthful and not 

“_ (_ _ ” 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: I(- 2s -0 2 

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

Sincerely, F 

P . 
ael P. Devereux 

Chief Financial Officer 
Super Milk Thistle X 7p 

825 CHALLENGER DRIVE 
GREEN BAY, WI 54311-8328 
920-469-9099 
TOLL FREE 8QO:553-2370 
FAX 920-469-44 18. 
FAX TOU FREE 888-3 11-5657 
www. PHMOPHARMICAKOM I 



November 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 

RlZ: Label Claims/Disclaimers 

Dear Sir/Madam: 

This letter is to notify you that PhytoPharmica (A Division of Integrative i;herapeutics,‘I&)at 825 
Challenger Drive, Green Bay,‘Wisdon&i’543 11 isa di’stribu~of and has~i&luded statements provided for -a* j, ~M3~.;i”*‘~a?i..~> i$4.e*bA~ti: by section 4o3(r)(6) of the Fbod, ,dGg,‘-id%cgi++%;c. X3.66 ‘p~2-rg*; oF the following proatict: 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. 

Extract, Artichoke 
Flower Head Extract, 
Licorice Root and 
Rhizome Extrdct 

longer in your body.* 

I certify that the informationcontained 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: #Q@lt{ 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: //- &2-OZ . . , . , _ “. ̂  ., 

If you have any questions, please contact Robert Doster, Senior Vike President of S@entitic’ Affairs at 
(920) 406-3608. 

,.^ 

Sincerely, 

Michael P. Devereux 
Chief Financial Officer 
Super Milk Thistle X 4p 

825 CHALCENGER 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. PHYTQPHARMICA.SOM 



November 23,2002 I^ ‘.‘:.-,,, , I._ j*f: _’ . . 
i 

Office of Special Nutritionals (HIS-450) ! P, ‘?.I ,. 
Center for Food Safety and Applied’utrit~on ” i g;- : : R 4 .-’ . ../ y.::.y 
U. S. Food and’Drug Administration : j:.,.., 
5100 Paint Branch Partiay ’ 
College Park, MD 20740-3835” 

RE: Label Claims/Disclaimers 

Dear Sir/Madam: 

This letter is to notify you that PhytoPharmica (A D&&i& of I&&a&e Therapeutics, &.)at 825 
Challenger Drive, Green Bay, ‘Wisconsin 543 i I is ‘a dis,$jbutbr;“and has includ~d’statements provided for A+ :*;- ‘,‘“, ‘( ~ *‘:- &y$,:r;: ,“ ,,p&‘*. 
by section 403(r)(6) of the Food,‘Diirg, a;;‘(i~~~~~;c”~~,~~~~~~~~~~~ of the followmg product. ‘These 
claims are not necessarily for a product we currently market & plan to market in the immediate future, 
and may be exploratory in nature. 

(A bivision of Thistle@ X Extract, Dandelion Root of the herbal mol&ules get 
integrative Extract, Artichoke where they’re needed tiost, 
Therapeutics, Flower Heail Extract, to the cells in yotir tiody.* 
Inc.). . -. Licorice Root and 

Rhizome Extt%ct 

I certify that the &formation contained in this notice is complete and accurate and that PhytoPharmica (A Division Fiji Inie-~~tr;~~~~~~p~~~~~, .~~~~~~~~lsllbstantiation ,~at.t~~ “.e”ei;ts’ L-“truii;ful and not 

misleading. 

By: 
Robert C. Doster 

Title: Sen‘ior Vice President.of S&ntif;c Affairs .. ’ . - ’ 

If you have any questions, please contact Robert Doster, Senior Vice Presider? of Scientific ~~ffairsat’ ” ‘. .’ 
(920) 406-3608. 

Sincerely, n 

Chief Financial Officer 
Super Milk Thistle X 5p 

825 CHALLENGER DRIVE 
GREEN BAY, WI 54311-8328 
920-469-9099 
TOLLFREE 800-553-2370 
FAX 920-469-4418 
FAX ToU FREE 888-31 l-5657 
WWVV.PHM~PHARMKA.~~M 



November 20,2002 

Office of Special Nutritionals (HPS-45’ci) 
Center for Food Safety and Applied Nutrition 
U. S. Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740-3‘835 

RE: Label Claims/Disclaimers 

Dear Sir/Madam: 

This letter is to notify you that PhytoPharmica (A Division of Integrative Therapeutics~ Inc.)at 825 
Challenger Drive, Green Bay, Wisconsin 5331’1 is‘a distributor and’has‘ inch&d statements provided for 
by section 403(r)(6) of the Food,,Drug, and Cosmetic Act on the labels of the fdiib&g product. ‘These 
claims are not necessarily for a-product we currently market or plan tb”rn~~et’~~~~~~~~~eei future; 
and may be exploratory in nature. 

PhytoPharmjca Super Milk 
(A Division of Thistle@ X 
Integrative 
Therapeutics, 

Extract, Dandelion Root 
Extract, Artichoke 
Flower Head Extract, 
Licorice Root and 
Rhizome Extract 

advanced forms of herbal 
products that are better 
absorbed, utilized, and as a 
result produce better results 
than conventional herbal 
extracts.* 

I certify that, the information contained in this notice is complete and accurate ‘and that Ph~oPlharmica (A 
Division of Integrative Therapeutics, Inc.) has substantiation that the statements are truthful and not 

;IEading-w@CeC : ,^ _‘ _ ..,_- 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: //-26-c!-,& 

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

Sincerely, 

Michael P. Devereux i . 
Chief Financial Gff!ioer 
Super Milk Thistle X 2p 

825 CHALLENGER DRIVE 
GREEN BAY, WI’ 543 1 l-8328 
920-469-9099 
TOLL FREE 800~553-2.370 ,,,. 
FAX 920-469-4418 ’ 



Ii’hytoPharmica 
NA-i’WFtAL hdEDICINE’S: 

November 24,2002 

Office of Special Nutritionals (HFS-450)’ ‘. ’ ’ 
Center for Food Safety and &jpliedNutrition 
U. S. Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 207403835 

RI3 Label Claims/Disclaimers 

Dear Sir/Madam: 

This letter is to.notify you that PhytoPharmica (A Division of Integrative Therapeutics, Inc.)at 825 
Challenger Drive, Green Bay, Wisconsin’ %3i i is~‘distr%t& arm%& included statements provided for *, /“. ...i. by section 4o3(r)(6) of~he Food, Dtii, tid”i70sti~i~~Xct on iEFlg6bri ~~~~~~~~~~~~~~~~odu~t. ,Ttiese 

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

(A Division of 
integrative 
Therapeutics, 
Inc.). 

Thi&tle@ X Extract, Dandelion Root 
Extract, Artichoke 
Flower Head Extrakt, 
Licorice Root and 
Rhizome Extract . 

fewer molecules of the 
herbal compound penetrate 
and are absorbed by the 
membrane of the intestinal 
wall, where most of the 
body’s nutrients are 
absorbed.* 

I certify that the information contained in this notice is bomplete and &&rate~&l that PhytoPhax&a (A .4.::+ :. .,@Lf ,” ,’ 
Division of Integrative ~herapeutics;‘Inc.)‘h~s substantiation that the &t&nents are truthful and not 
misleading. 

By: 
Robert C. Doster’ ” 

Title: Senior Vice President of Scientific Affairs 

Date: //-.L?--OZ > 

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

, 

zekeix’q 
Chief Financial Officer 
Super Milk Thistle X 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 88’81’31 l-5657 


