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November 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 20740-3‘835 

RE: Label Claims/Disclaimers 

Dear Sir/Madam: 

This letter is to notify you that PhytoPharmjca (A Division of Integ&ive ‘i’he~5ll;r~~,“~‘~~~~.~-~~~ ..’ ‘% ’ 4rl i ,,., ,**_ . ,^ n”,/l ,* .+_ ~ ** .C”.$. ,_ ~ *, 2 lx,.**. 
Challenger Drive, Green Ray; Wisconsin 3Wl ‘is~adistrtbutor and has included statements provided for 
by section 403(r)(6) of the Food, Drug, and Cosmetic’Act on’the labels of the‘folio’;ii;ingproduct. 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, 

more effectively than non- 
Phytosome pro&&s.* 

I certify that the information contained in this notice is complete &‘d’accurate and that PhytoPharmica (A 
Division of Integrative Therapeutics, Inc.) has substantiation that the statements arq. truthful and not 
misleading. 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) 406-3608. 

825 CHALLENGER DRIVE 
GREEN BAY, WI 54311-8328 
920-469-9099 
-iat FREE 800-553-2370 
FAX 9X+9-441 8 
FAX TOLL FREE 888-31 l-5657 
www.PwroP~~R~tc~.co~ 
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November 22,2002 

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

RE: Label Claims /Dis c laimers  

Dear Sir/Madam: 

This  letter is  to notify  you that PhytoPharmica (A Div is ion of Integrative Theraputics, Inc .) Green Bay, 
W iscons in 543 11 is  a dis tributor and has in&rded s tatements provided for by sect&i 4$3(r)(ii)‘ofthe 
Food, Drug, and Cosmetic  Act on the labels  of the following product. These c laims  are not necessar ily  for a product we c tiently  mark& or plan to markei. .--‘& yGd;di+ie &--, i;-&.+y  i;;e’..i$lG ii--<G  in 

nature. 

e herb las t longer in your body.* 

I certify that the information contained in this  notice is  complete and accurate and that PhytoPhannica (A 
Div is ion of Integrative Therapeutics, Inc .) has substantiation that the s tatements are truthful and not 
mis leading. 

By: 
Robert C. Doster 

T itle: 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. 

: I 

Michael P._Devereux 
Chief F inanc ial O fficer 
G inseng Phytosome 3p 

825 CHALLENGER DRIVE 
GREEN BAY, W I 543 11-8328 
920-469-9099 
TOLL FREE 800-553-2370 
l=nx 92d%%4418 
FAX T+‘L TREE 888-g 1 l-5657 
~~~.PHMOPHARMICA.COM 
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November 25,2002 

Office of Special Nutritionals (HFS450) 
Center for Food Safety andApplied Nutrition 
U.S. Food and Drug Administration 
5 100 Paint Branch Parkway .^. . 
College.Park, MD. 20740-3835 

RE: Label Claims/Disclaimers 

I _. 

,? 

Dear Sir/Madam: 
_ ^ 

This letter is to notify you that PhytoPhannica (A Division’of h&&at”ive Ther$&S&.) Green Bay,’ ‘- 
Wisconsin 543 11 is a distributor and has’inclua~ds~~~~ents p;;bviiled for by section 40~(r@j??fthe 
Food, Drug, and Cosmetic Act on ‘the labels of the’following pi?&~:* These~6laims~ l;ie’not necessarily __ .,b. 2, .,,: 
for a product we currently market or plan to market in the immediate future, and may be exploratory in 
nature. 

(A-Division of PhytosomeTM (Panax ginseng) combined with 
Integrative Root PhytosomeTM phosphatidylcholine, the result is 
Theraputics, a new Phytosome molecule, 
Inc.) which is more rapidly and more 

efficiently absorbed.*- ‘- 

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. I, _. .“,. _._z, ., 

By: 
Robkrt C. Doster 

Title: Senior .Vice President of Scientific Affairs 
> . 

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

,,,.x. .“, :. 

. 
Michael P. Devereux 
Chief Financial Officer 
Ginseng Phytbsom 6p 

825 CHALLENGER DRIVE 
GREEN BAY, WI 54311-8328 
920-469-9099 
TOLL FREE 800-553-2370 F.d~.9~6j+&+LA’dl*g .f* -9 ._ A i 

FAX TOLL TREE 888-3 llZ657 
WWW.PH~TOPHARM~~A.C~M 



November 20,2002 

Office of Special Nutritionalks (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 (A Division.ofIntegiative’Therap~~~s; Inc.j’at 825 
Challenger Drive, Green Bay, Wisconsin 543 11 is a disn%utorand has included statem&ts provided for .*-i%e*- ‘“, . . “a$,‘ *,*;;,* :I >. .,i’ p ,lxk:;q” _., 
by section 403(r)(6) of the Food, Drug, and‘Co&ie&‘A$ on th~‘l%% of the following product. These ” ‘_ _ ,_ “. . ,,,*,&~*. iL I. i ,... *. --“. 
claims are not necessarily for a ‘product we &n-rently market or plan to market in the immediate future, 
and may be exploratory in nature. 

(A bivision of PhytosomeTM (Panax ginseng); 
Integrative Root PhytosomeN 
Theraputics, 

I certify that the information contained in ,thii.npti$e is complete and accurate a@ thatPhytoPharmica (A 
Division of Integrative Therapeuti&,‘h&) has subs&&it& that tlig~statements. are,truthml and not 
misleading. 

By: M&ki. *. 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vi& President o~S&$‘fi~ Affairs’& ’ 
(920) 406-3608. 

Michael P. Devereux 
Chief Financial Officer 
Ginseng Phytosome 1 p 

825 CHALLENGER DRIVE 
GREEN BAY, WI 54311-8328 
920-469L9099 
TOLL FREE dbb-i53-2i7CI 
Fax 920~&9-4418’ 
FAx toLi F~~EE 8d8:3 1 i :sgsy 

wwv. PHY~OPHARMICA.COM 
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November 23,2002 

Office of Special Nutritionals (HPS-45d) ‘. -- ’ 
p ,I_ . 

Center for Food Safety and Applied’&trition 
,* L..iZ: I P i ;:,~z 

US. Food and Drug Administration , 

5 100 Paint Branch Parkway 
,” ,- .._. -._“̂ ,._,“., ‘f, 

College Park, MD 20,40i3’83’5 .*- ’ I’.’ “’ 4 

RE: Label Claims/Disclaimers 

Dear Sir/Madam: 

This letter is to notify you that PhytoPharmica (A Division of Integrative Theraputic~~ Inc:), 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 claimi are’not necessarily ,“Ln.;u --*r.-. a.>* _I ,1/,_ LL < .// 
for a product we currently market or plan to market in the immkdi$i~ ft%re; and may be exploratory in 
nature. ,: _, .._‘. 

I certify that the information comained in this notice is complete a&l accurate and that PhytoPharmica (A 
Division of Integrative Therapeutics, Inc. j has substantiation that the statements are truthful and not 
misleading. -- , 

By: 

Title: Senior Vice President of Scientific Affairs 

Date: / / - Z3- 0 -L ,- ., LI” 

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

EDlrei&q 
Chief Financial Officer 
Ginseng PhytFome 4p 

825 CHALLENGER DRIVE 
GREEN BAY! WI 54311-8‘3228 
920-469-9099 
TOLL FREE 890~553-2370 
Fau‘ 9iO-4‘69-4-47 8 

’ FAX TOLL FREE 888-31-i-5657 
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November 24,2002 

Office of Special Nutritionals (HFS-450)~ ” “” .. 
Center for Food Safety and’Applied Nutrition 

~ ’ x---- -. : ; 

U.S. Food and Drug Administration / , ‘. q , 
5 100 ‘Paint Branch Parkway 

.” ., 1.1 >, L.l i.. 1.~, Q J 3:T.e.e I I ..;j 
College Park, MD 20740:383’S ‘- ” z ..1.x x .,‘:,y, : ,’ -I “’ ,” _” 1. Ix ,_ _, , 

IW: Label Claims/Disclaimers 

Dear Sir/Madam: 

This letter is to notify you that PhytoPharmica (A Division ,ofIntegrative Theraputics, Inc.) Green Bay, 
Wisconsin 543 11 is a distributor and has included statements prcvided for by section 403(r)(6) of the 
Food, Drug, and Cosmetic Act ,on’the’laljeis.ofthe folloqing produ& These claims are notnecessarily for a product we currently market or plan to market in ihe immediate ~~~,‘,,~~~~~~~~~‘expio;~ in 

nature. 

PhytoPharmica 
(A Division of 
Integrative 
Theraputics, 
Inc.) 

Ginseng Korean Gins&rig 
PhytosomeTM (Panax ginseng j 

Root PhytosomeTM 

With a non-Phytosbme, fewer 
molecules of tti& 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 complete and accurate and that PhytoPharmica (A 
Division of Integrative Therapeutics, sc,~~~~‘~~~~~~~~~ation that the statementsare truthful and not 
misleading. 

By: 
Robert CD&‘ter’ ‘_ ’ “. 

Title: Senior Vice President of Scientific Affairs 

Date: //- zy-l9 z 

If you have any questions, please contact Robert Doster; Senior ‘Vice President,of Scientific Affair-sat 
(920) 406-%b8. 

Sincerely, 

Chief Financial Officer 
Ginseng PhytosMbe 5p 

825 CHALLENGER DRIVE 
GREEN BA?, VA 5431 l-8328’ 
920-469-9099 
TOLL FREE 80~-%3-2370 
FAx ~2~~~,&y;x~i‘8’ . ./ *,,, 

FAX TOLl FREE 888-3) l-5657 *,. ._*, -4” 
VWW.PHMOPHARMICA.COM 


