
825 challenger Drive 

Green Bay, W I 54311-8328 

Ph: 920-469-1313 

Fax: 888-570-6460 

www.enzy.tom 

EnzymaticTk$~~@ 
NATURAL MEDICINES” 

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 20740-3835 

RE: Label ClaWDisclailners ,,_., , _ , _ j . ,. *, 

Dear Sir/Madam: 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin “V,.. 
543 11 is a  distributor and has, includedstatements provided for by  section 403(r)(6) of the Food, Drug, : I ..“.;” .&j ,I. I), 
and Cosmetic, Act on the labels of the following product. These claims arc not, ne;ccs@rily for a  ..**.. .I. .i ,,_1 ,*: > .“* (_ _  ,_, . product 
we currently market or plan to market m  the imrnedi$e,,~$.&ire, and may  be exploratory in nature. 

ginseng) Root 
PhytosomeTM 

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

I certify that the information contained in this notice is complete and accurate and that Enzymatic ),I be  hA.~.c”*kI, W C  a,, ,*, .,~i~,,(~~.‘~,..” j ,‘.I +z;,, 
Therapy, Inc. has substantiation, that the statements are truthful &not m isleading. i ,l.. “se ,., .,: *, r;:, A, ,‘.,L ,-,,, j. ” /_ 

Robert C. Dcster 
.‘,_ ,” ._* .i .I 8, 

Title: Senior Vice President”“of Scientific Affairs _  ,” )**“, ‘ _e ,” - elii.*.* * , : ,<p : _( *. 

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

incerely, 

w ?  J----Y M ichael P. Devereux 
Chief F inancial Officer ../: ,, _  r. ,, . _  I__ ,_ , *. _, _  

Panax Ginseng Phytosome 3c 



825 Challenger Drive 

Green Bay, WI  54311-8328 

Ph: 92o-w-1313 

Fax: 888-570-6460 

www.enzg.com 

Enz~maticT tierap~@  
NATURAL MEDICJNEZf” 

November 24,2002 

Office-of Special Nutritionals (l$FS-4Sc)) 
Center for Food Safety and Applied Nutrition .w ,, .P<” ,...I < 
U.S.~ Food a$IclIzug Administration 
5  100 Paint Branch Parkway ‘* 3,” ,.i,” as”, *,qa:**.+..id, 
College Park, MD 20740-3835 

FCE: Label Claims/Discl,aimers 

Dear Sir/Madam: 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin 
543 11 is a  distributor a$ has included statements provided for by  section 403(r)(6) of the Food, Drug, 
and Cosmetic As&on 

,. ?-ih. -,i y-:x “*.tAa(++p ,+w,~ 
the labels of the fol lowmg product. T&claims&e riot ~#+$arily for a  product ./ II- -.-a ,-., * a. .&“1,** .+\_ s%~“p”K’“.“‘.” . 

we currently market or plan to market m  the rmrnediate &iire;‘and ~may be exploratory in nature. 

Therapy, Inc. 

L 
fewer molecu& of the 
herbal compound penetrate 
and are absorbed by the 
membrane pf th_e i~nj-nstipql 
wall, where most of the, 
body’s nutrients are 

1  absorbed.* ., - 1  I .“, . **s ,‘ld,.~,l-n,*, ( ,a.* a  a>,. ,,,/ i ,~:.q,. 1(” ,.*.,‘A *j ‘+: .‘I ,I :~z.i’; ,:; aA: +*, :L’,, A’. *lA..,-“:~;.- I!“.>... ;’ ‘,:~‘,, _  2  i .,I. 
. 

I certify that the information contained in this notice is complete and accurate and that Enzymatic ‘ *i*r.-a -:;,e,im 
Therapy, Inc. has substantiation that the~s<atem&& are truthful and not m isleading. .. ‘ri i‘s,*.<+ ,lly-il,.*~.. .l”rrr 1  ,s ,..., *~.+ “>‘i,i”,“.d: ,.., ;; ,_,_ ;., / 

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

M ichael P. Devereux 
ChiefFinancial Off!cer,, j 
Panax Ginseng Phytosdme 6e  



. 

82.5 Challenger Drive 

Green Bay, WI 54311-8328 

Ph: w-469-m3 

Fax: 888-570-6460 

www.enzy.com 
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EnzymaticTherap~@ NATURAL MEDI_CINES’“, I I_. /, , 
November 23,2002 

: 
‘P ;- ‘s 

Office of Special Nutritiona~s~(IjFS$SO) i 
b i: l..., 0 4 ‘: r! -v$ c F+; j ,. 

Center for Food Safety and Applied Nutrition, .I, “. 
U.S. Food and,Drug Administration 

j:-.:.i .{. _ lI. ..’ -‘ .( , 
5 100 Paint Branch Parkway ” -./ * ” ..,a :,?,\e 
College Park, MD 20740-383:5 ; , \ 

RE: Label Claims/Disclaimers ,,‘_.l,--, *.x 3, -. .., / :_Fi.^ ., 

Dear Sir/Madam: 

If you have any questions, please contact Robec,*Doster, Senior V$e PresidcI;ltof Scientific Affairs at /_1 
(920) 406-3608. 

-; ‘ir:,:;.‘14p;,^* ‘“1, , (“~ ., I,, _,_’ ~. 

Michael P. Devereux .,.., i *a, 
Chief Financial Gfficer ,_ I _ 

^ :., 7. 
i : ] 

Panax Ginseng Phytoson~ k. 



825 Challenger Drive 

Green Bay, WI 54311-8321 

Ph: m-469-131: 

Fax: W-570-6461 

www.enzym 

,- ~ 

37zynmicFTlWapy@ 
\TATURAL MEDICINES- ,@ ;,_i3, 

November $A2002 

_, I .  

i,. 

Office of Special Nutr:ltigllal;,,(HFS-450) 
Center for PC& Safety and Applied Nutrition 
U.S. Food and Drug “Administ?atk?n 
5  100 Paint Branch ParkJay 
College Park MD 2W!O-.W _ij , ,  , ,  ,  _ 

:  

RE: Label  Clairns~~isc%?~~s~ ,_ ,^ L  ,, _, 
j’* 

, , x ,, .;” ._. ‘. $. ,-J .” 

Dear Sir/Madam: I/ ,,.-, (%. ^ _  jL _. ” .(‘ ,j ,_, I _‘.,_ - “” .., \ -.;.-, ,:,.__,_. ^L, 
Tms letter is to notify you that Enzymatic Therapy, 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 cbsmell~~~~~‘~~‘~~~~ 

i ’ ~~k!#w” ‘~~%*~~~w&~~3~~~.:.. _  ,. j. 
fo%wmg product, These claims are not necessarily-for.a product ;~. 3--b -- a.,/” L  . . ,~. ,“̂  ii Is4./c ,a,* “-‘b,~&C&., ,_ A11..” ‘L..“, _,< __,  ̂ rronhe IIX. 4  .,,a- .*+,a ~~~<e’r,~>‘qw’,r _‘” / _,x y  

we currently market or plantom&et rn the imrnedrate future, and may  be exploratory in nature. -a- (_/, :.,.+tA II ./1 ,aw%, i?dS, . ..l, ;‘..I,. .,i ,., II _  ,” iti‘., $2. ,‘I ; ; ,I 

cts that are 
absorbed, utilized, and as a  
result produce better resu,l@ 

If you have any questions, please contact Robert poster, Senior Vice President of Scientific Affairs at,“, ,, _  *q.* ** _. ,il .-p ‘,,, “,.h.s.‘i,(a-x ;, 1  ( x  ,r iI . . 
(920) 406-3608. /, 

Sincerelv, 

Panax Ginseng Phytosome 2e  
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825 Challenger Driv 

Green Bay, WI  54311-83; 

Ph: 920-469-131 

Fax: 888-570-646 

www.ensy.co 

November 252002 

Office of Special Nutritionals (HFS-450) 
Center for Food Safety and Applied Nutrition “‘-a “$ W ‘st%~~ :. -..+ ~. *&” >“1’1 ,-*^ ,. *,” 
U.S. Food md,D~-ug Admmrstratlon : ” 
5  100 Paint Branch Parkway .iI. _x  r. ‘,A 
College Park, MD 20740-3835 

Dear Sir/Madam: .‘.X,” ‘I~.,. _. . . ., _  _  -_, , I I 
This letter is.to notify you that#nzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin 
543 11 is a  distrJ@or and has included statcnrents provided for by  section 403(r)(6) of the Food, Drug, .( ./ . . .,* *~ i~~,~r-*E,“wa s%%p+F@$w~:” “+*~*~%#bzA~, / ., d  
and Cosmetic Act on the labels of the folbwing product.‘These claims are..not necessda.r$ for a  product , 1  -a ̂ e”.c se /<“Sk -.v’*. ” ix. 0.) “.,~-~-“,~,~~8,~.*,.~~,:~~~~“~~~~~~~~~~~,~~~~~~“~ ,r_i _,” J  
we currently market or plan to market m  t$e 

” 
rmme,dt?te,,,$mre, and may  be exploratory in nature. , ,, ̂ _ * ” .. i .’ I” .-; .A.. ,l(r ” ,.1 . I 

is combined wj@ 
phosphatidylchok, the 
result is a  neti:Pl?ytosome 
molecule, which is more 
rapidly and more efficiently 

Date: I[(~& lOL / ,1,;_ (.“, __/ d_ ._I) >’ -+ r I.. ,, / 
If you have any questions, please contact Robert~Doster, Senior Vice President of .Scientjfic ,Affairs at _, “__ “. 
(920) 406-3608. 

M ichael P. Devereux S)._” :~“..&-~r-5..:-~. “_ .I __  _  _.“_/ ., ,, 
Chief Financial Officer ,. 

.- :/,, ^_, 
) _  _I 

Panax Ginseng Phyto&me 76  
,~ 



825 Challenger Driv. 

Green Bay, M ’I 54311-832f 

Ph: 920-469-131: 

Fax: 888.570-646t 

www.enzy.coon 

:nzymaticTherapymm 
‘TATURAL MEDI,CINES” t” ,._,, ,, 

November 22,2002 

Office of Special Nutritionals (HFS-450) 
Center for Food Safety and Applied Nutrition r‘ c  ‘%  ~ ̂ . L. ̂ I,,xx, ~,~/ ~ 
U.S. Food and Drug Admim%@n 

’ t;; c  P @ ’ 4 ps$2 
5  100 Paint Branch Parkway .,_.,; 1  .I ” ‘- -::* I. _  
College Park, MD 20740-3835 ._ _  ” , 1.. ) ’ ._ , ,, “-; ,- .::_r_ :I: ~-. ,‘;-;--,,I/- 

RE: Label~Claims/Disclaimers 8, (, .““-‘~ii-‘iiih\ “i” ,*a.,<,/ ._, * 2  -: ,,,,, ), _I ! T  j ;7 .( ‘*“~ i “:,-.,,I- ,’ -- ., ,z,- _* _  ,a ~) i, ) /, ;,. 

Dear Sir/Madam: --,-..--- _*, ,i/_ _  /_ 2  ., / . ;, .)_ _  .1 _  _- , j, . ,.a* ,, * ,; ,; ,, 1. ., . 
This getter is to notify YOU that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin 
543 11 is a  d&&.&or and has included statements provided for by  section 403(r)(6) of the Food, Drug, * * ‘,% y9: ,.~,)~:,/?:~~~-~~~~.:~. * ̂  _, -, ., 
and Cosmetic Act on’the’iabels of the fol lowmg product. These claims are not necessari ly for a product * ̂  3,‘ 7”p.t -,y, ,... r-l”‘“~‘“̂ .;“~~~:~~*, ^~ (-.,ll ,. ,‘ ^ (. L  I .(, 1  ‘ ~ ., . , ‘, _,,. ,_ “, ‘l_-““. bl....” ~~~~.,~,~~,.L‘irri.i~~~~“~,~~.i,~~,~.~~~ _  ,” 
we currently market or plan to mar~et,~n the rmmedrate future, and may  be exploratory in nature. ^I we’- ,is,‘.-~~~,~“~~~~~~~,~~~~~*~~~~,‘~,~~~~, c,*p~, .&,,& :_ ::, ,, i ( ~ “i ‘~R&a+* ItI*I?L.%?~> .cg ,‘:\r~,hl ;, 6  ,?,.$ !_,, (,,, ” _  , 

Date: Ii /+J z, _  2.3 ::ii “S>$‘~~f%, :‘“:‘% . ~‘ZZ $6 v. “.a,\* ,.r,..{: ,~ ‘ ;-;. 2, . :$ .* ,, ,_ .^( :I ‘. ), ” “P ; ,- ‘; _, Ii: “.J.,‘,$<, ! .I *, l,. *, ,I 
If you have any questions, please contact Robert ,-Doster, Senior Vice President of Scientific Affairs at “, l..i:ba ^ _  *,. “h, ,~i.,&.‘.;‘.i,,)& a” ; :_ a  2. __ , *T (, ,.. ,, .,_ _, ,. Fe_ ). ). 
(920) 406-3608. 

Panax Ginseng Ph$osoti  4e  


